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Linh vie k§ thuit dwec dé cap

Sang ché dé cap dén linh vuc cong nghiép duge phdm va thube, cu thé 1a dé cap
dén dung dich truyén da ion phirc hop c6 tac dung giai doc nhd cac dic tinh chéng
giam oxy, chdng oxy héa va bao vé gan ctia chiing. San pham c6 thé duoc sir dung dé

diéu trj cac tinh trang ngd doc do cac nguyén nhan khéac nhau.
Tinh trang ky thuat ciia sang ché

Céc dich truyén tinh mach, nhu dich tinh thé (dung dich muéi) va dich keo (dung
dich ting thé tich huyét twong) dwoc st dung rong rii trong diéu tri khin cp céc
truomg hop ngd doc. Cac dung dich néu trén c6 cac loi thé sau: tac dung duoc 1y ngay
1ap tirc; c6 kha ning ding duge cho bénh nhan mét y thirc hodc khi khong thé dung
dugc theo duong udng; sinh kha dung diy du cta céc thanh phan cua chung. Tuy
nhién, trong cac tinh hudng khin cip, n6 khong du chi dé chudn héa chinh x4c su cin
bang nudc - dién giai va dat duoc su gia ting thé tich. Viéc chudn héa sy cin bang ndi
mdi té bao 1a mot yéu t6 diéu tri quan trong; do d6, liéu phéap diéu tri bao vé té bao
chuyén héa dugce st dung bang cach ding cac thude chéng giam oxy va chdng oxy hoa
nham phuc hdi su can bang ndi mdi té bao va cac qu4 trinh oxy hoa - khir trong chudi
hé6 hip ty lap thé. Cu thé, thudc chira cac chét chuyén hoa tu nhién cua con ngudi, vi

du, céc sucxinat, dugc st dung cho muc dich nay.

C6 nhiéu san pham két hop dé dung theo dudng ngoai tiéu hoa chra axit sucxinic

va / hodc muoi, sucxinat cia nd, va c6 pho tac dung bao vé t€ bao rong.

Do d6, da duoc biét dén 1a dung dich truyén da chirc ning Succinasol (patent UZ
s6 4106 B), chira axit sucxinic, dugc st dung rong rai trong diéu tri giam oxy huyét,
ngo doc, mét nudc, cac rbi loan chuyén héa va rdi loan ndi can bé“mg khac, cling nhu
duoc tao ra trén co sé san pham thay thé mau cta n6, chira thém 1,4-naphthoquinon

(don s6 UZ04659 tir 13/04/2000).

Pi duge biét dén 1a dung dich truyén da ion dwa vao natri sucxinat Reogemin

(O. A. Kudelich Comparative evaluation of the influence of energotropic and
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antioxidant preparations of endogenous intoxication in acute experimental pancreatitis
// Military medicine (Minsk), 2014. — N 4. — P. 45-50), dugc su dung lam chét chéng
giam oxy va chét giai doc trong truong hop céc tinh trang ngd doc ndi sinh va ngoai
sinh cdp do cdc nguyén nhan khac nhau va céc tinh trang mét can bang nuéc - dién
giai.

DPa dugc biét dén 13 dung dich truyén cin bang “Unifuzol” (patent 5O
EA024426), chira 0,54-0,6% khoi lugng natri clorua, 0,025-0,04% khéi luong kali
clorua, 0,015-0,03% khéi lrong magie clorua hexahydrat, va 1,4-1,7% khéi luong
natri L-arginin sucxinat, dugc sir dung lam chét kiém soat vi tuan hoan trong cac co

quan va mo.

Ngoai ra, d3 dugc biét dén 1a phuong phéap lam ting hiéu qua cla cac dic tinh
dwoc Iy cua sucxinat bang cach bd sung methionin, inosin, va nicotinamit vao dung
dich truyén (patent EA007865). San phdm c6 hiéu qua cao do boi tic dung loi mat va
c6 thé didu tri hidu qua cho cac bénh nhan bi cic bénh c6 kém theo tén thuong gan
niang. Ngoai ra, dd dugc mo ta la cac phuong phap didu tri viém gan nhiém md
(RU2595815), phong ngira bénh khi ép cap tinh (RU2538655) va viéc st dung san
pham nay dé gia ting tinh khang khong dic hiéu cua co thé con ngudi trong cac moi

trudong lanh (RU2560678).

D3 duoc biét dén 13 dung dich thudc truyén Reaniman (RU2339371), chua
glucoza, cic axit sucxinic va ascorbic, cac natri va kali clorua va dugc st dung trong

liéu phéap phirc hop diéu tri ngd doc.

Ciing da biét dén 1a cac ché pham chira sucxinat dugc st dung trong bao quan
than hién tang (SU938873, UA2140152), rudt non cd lap (SU1061782) va dong mach
cb lap (SU500231), phuong phép thdm tach bicarbonat & cac bénh nhan dang bi suy
than cdp tinh hodc man tinh (patent s6 RU2521361, W02013058674) va tham tach
khong can axetat (JP 2010-042124).

Dung dich thudc truyén dugc cap patent so EA000879, n6 duoc chon lam nguyén
mau, 1a gan nhat vé tac dung di€u tri va thanh phan cta né véi sang ché dugc yéu cau
bao hd. Dung dich nay chra cac ion natri, kali va magie, va dan xuat cla axit sucxinic

& dang natri glucamin sucxinat (meglumin natri sucxinat), dung dich nay c6 sinh kha
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dung cao va c6 cac dic tinh chong giam oxy va chong oxy hoa rd rét, vdi ty 1€ cac

thanh phan sau theo % khdi lwong:

Natri clorua 0,4-0.,6
Magie clorua 0,011-0,013
Kali clorua 0,027-0,033
Natri glucamin sucxinat 1,4-1,6
Nudc cét dé tiém phan con lai.

Dung dich nay dugc st dung trong diéu tri nhi®m toan chuyén hoa trong da chin
thwong nang (RU2538655), phong ngua cac bién ching ning cla mét mau
(RU2475234), én dinh huyét dong hoc (RU2350347), diéu tri bénh phdi tic ngheén
man tinh (RU2386438), ngan chan tinh trang giam oxy huyét md trong gy xuwong éng
(BY19900), cai thién cac kha nang thuc hién (RU2335021), hi¢u chinh trang thai tinh
thdn (RU2504367), liéu phap diéu tri hd tro trong bénh Parkinson (RU2422161),
phong ngura cac bién chung cta giai doan hau san & phy nff c6 nhiém doc thai nghén’

ning (RU2292880).

Tuy nhién, thudc nay c6 ¢6 nhimng bat lgi dang k&. Vi dy, da dugc khing dinh
rang, dung dich nay khong thé bao quan duogc trong thoi gian dai & cac nhiét do
2542°C. C6 su thay dbi dan dan vé mau sic dung dich tir khong mau sang mau vang
nhat va sau do6 thanh mau nau, ciing nhu gia tdng ding ké vé hé sd hap thu trong
khoang phé cuc tim vuot trén gia tri co thé chép nhéin duogc khong 16n hon 0,25 (USP
Monographs: Dextrose Injection) Murty B.S., Kapoor J.N., Smith F.X., Levels of 5-
hydroxymethylfurfural in dextrose injection. American journal of hospital pharmacy

34:2 1977 Feb. P. 205-6)

Mot loat thtr nghiém dugc tién hanh dé xac dinh nguyén nhan cia thoil han st
dung ngin nhu vay. Két qua da cho thiy ring, trong qua trinh thu duoc dung dich,
thanh phan hoat tinh ctia né, cu thé 13, meglumin natri sucxinat, trai qua sy pha huy
mot phén trong cac diéu kién nhiét d6 cao & giai doan vo khuén bang nhiét véi su hinh
thanh thém luong 16n cac dan xuét furfural duge tao ra — cac chét va cac san pham doc

tinh cua su tuong tac sau d6 cua ching v4i meglumin ban dau.
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Vi céc dan xuét furfural duge chimg minh 13 ¢6 céc tdc dung gy ung thu va gy
dot bién, 1o rang viéc st dung dung dich nhu vy 1a nguy hiém, nhét 12 trong cham soc
nhi khoa va trong diéu tri cac tinh trang nguy kich. [Sachse B, Meinl W, Glatt H.
Conversion of Suspected Food Carcinogen 5-Hydroxymethylfurfural by
Sulfotransferases and Aldehyde Dehydrogenases in Postmitochondrial Tissue
Preparations of Humans, Mice, and Rats. // Toxicol Sci. 2016.V,149(1). P192-201;
Monien B, Engst W, Barknowitz G, Seidel A, Glatt H. Mutagenicity of 5-
hydroxymethylfurfural in V79 cells expressing human SULT1AL1: identification and
mass spectrometric quantification of DNA adducts formed. // Chem. Res. Toxicol.

2012.V,16.N25(7). P,1484-92].

Ngoai ra, cac dan xuét furfural tao ra trong qué trinh vo khuin nguyén mau ciing
c6 thé ngan chin hoat tinh cla nhiéu enzym lién bao song, [Ulbricht R, Northup S,
Thomas J. A review of 5-hydroxymethylfurfural (HMF) in parenteral solutions. //
Fundam. Appl. Toxicol. 1984.N4(5). P,843-853.], including tyrosinase, [Sharma V,
Choi J, Sharma N, Choi M, Seo S. In vitro anti-tyrosinase activity of 5-
(hydroxymethyl)-2-furfural isolated from Dictyophora indusiata. // Phytother Res.
2004.V.18(10). P. 841-844.] va din t6i tbe do sinh truong va phan chia t€ bao giam.
(General and local toxicity of 5-hydroxymethyl-2-furfural in rabbits. Rasmussen A,
Hessov I, Bojsen-Moller M. Acta Pharmacol. Toxicol (Copenh). 1982 Feb;50(2):81—
4.).

Do d6, vn d& nhan dién vé do an toan va do on dinh cua dung dich chira
meglumin natri sucxinat lién quan dén su phan hiy meglumin, tich lily cac tap chét
ddc hai (cac dAn xuét furfural) va lugng 16n céc chit tao mau khac nhau véi cAu tric
khong xac dinh anh hudng toi cac dac tinh hoéa ly cia dung dich va do 6n dinh cua néd
trong bao quan lau dai chua bao gio duge mo ta trude diy va cho dén hién nay van
khong c6 cach da biét nao dé giai quyét van dé nay.

Ban chét ky thuit ciia sing ché

Muc dich ciia sang ché 1a dé xuat dung dich truyén da ion, bao gdm meglumin
natri sucxinat 1am thanh phan hoat tinh, dung dich nay c6 d§ an toan cao bang cach

lam giam luong tap chat doc hai va gia ting do 6n dinh trong bao quan lau dai.
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Dung dich giai quyét véAn d& nay dat duoc bang dung dich truyén da ion bao gbm
natri clorua, kali clorua va magie clorua, meglumin natri sucxinat lam thanh phan c6
hoat tinh sinh hoc va nuéc cAt dé tiém, va ngoai ra con bao gém chit 1am 6n dinh &
dang axit carboxylic hodc axit vo co dugc dung, hodc hdn hop cta c hai § 46 pH cua

dung dich nim trong khoang tir 5,5 dén 7,0, vdi ty 1¢ cac thanh phin sau theo % khéi

lugng:
Natri clorua 0,5-0,7
Magie clorua 0,01-0,014
Kali clorua 0,025-0,035
Meglumin natri sucxinat 1,35-1,65
Chét 1am 6n dinh 0,0014—0,1827
Nudc cit dé tiém phan con lai.

M t chi tiét sang ché

Theo sang ché, chat lam 6n dinh 13 axit carboxylic dugc dung hodac hon hop ctia
cac axit nhu vy dugc chon tir nhém gdm: axit etylendiamintetraaxetic, axit etanoic,
axit 2-hydroxybutandioic, axit 2-hydroxy-1,2,3-propantricarboxylic, axit butandioic,
axit trans-butendioic, axit 2,3-dihydroxybutandioic, axit 2-hydroxypropanoic, axit
cacbonic.

Ngoai ra, theo sang ché, chat 1am 6n dinh 13 axit vo co dugc dung hodc hdn hop
cuia cic axit nhu vdy dugc chon tr nhém gbm: axit clohydric, axit phosphoric, axit

sulfuric.

Nong do tdi uu ciia cac axit néu trén hodc hdn hop ctia chung duge gigi han bai
ham lugng ctia chung ma bao dam rang, cac gia tri pH cta dung dich duoc duy tri
trong khoang tur 5,5 dén 7,0, vi cac mirc pH cao hon 7,0 khong thé hién tac dung lam
4n dinh dang ké va cac mac pH thip hon 5,5 dugc xem la rat khong phit hop dé dung
theo dudng tinh mach véi thé tich 16n.

Trong mdt truong hop cu thé, vin dé duoc giai quyét boi dung dich truyén da ion
¢6 d6 6n dinh bao quan trong thoi gian khong dudi 3 nam, trong d6 ham luong cua
axit carboxylic lya chon hodc hdn hop cua céc axit nam trong khoang tir 0,0023 dén

0,02% khoi luong v6i do pH cia dung dich nim trong khoang tir 6,5 dén 7.0.
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Ngoai ra, trong mot truong hop cu thé khac, van dé dugc giai quyét boi dung
dich truyén da ion theo diém 2 c6 do 6n dinh bao quan trong thoi gian khong duéi 5
ndm, trong d6 ham lugng cla axit carboxylic lwa chon hodc hdn hop cla c4c axit 1a
nim trong khoang tir 0,02 dén 0,1827% khéi luong véi do pH cia dung dich nim
trong khoang tur 5,5 dén 6,5.

Trong trudng hop cu thé khac, vAn d& duoc giai quyét béi dung dich truyén da
ion c¢6 do 6n dinh bao quan trong thoi gian khong dudi 2 ndm, trong d6 ham lugng cia
axit vo co lya chon hodc hdn hop cua céc axit 1a nam trong khoang tu 0,0014 dén
0,0144% khdi lwong véi do pH ctia dung dich nim trong khoang tir 6,5 dén 7,0.

Trong trudng hop cu thé khac, vin @& duoc giai quyét béi dung dich truyén da
ion c6 d6 6n dinh bao quan trong thoi gian khong dudi 3 ndm, trong d6 ham lugng
ctia axit vo co lwa chon hodc hdn hop cla cac axit nam trong khoang tir 0,0144 dén

0,165% khéi lwong v6i do pH cta dung dich nim trong khoang tir 5,5 dén 6,5.
Vi du thwe hién sang ché

Ty 18 cua cac thanh phan cta dung dich yéu cau bao ho duoc phat hién bang
thue nghiém trong mot loat thuc nghiém tir 1 dén 4 (cac vi du tr 1 dén 15), két qua
cla cac thyc nghiém nay, nhiéu axit carboxylic va axit vd co dugc dung dugc chon
lam chit 1am 6n dinh tao ra ca do 4n dinh va d6 an toan ctia ché phém chira meglumin

natri sucxinat da biét.

Céc vi du tir 16 dén 91 thé hién cac ché pham dung dich truyén da ion dugc yéu

cau bao ho khac nhau.

Do d6, ché phém dung dich truyén da ion On dinh véi dd an toan cao do néng do
giam cia cac dan xudt furfural va tap chat doc hai khéc trong dung dich & giai doan vo
tring bang nhiét thu duoc. Ngoai ra, sy giam dang ké v& viéc hinh thanh céc tap chét
tao mau khong xac dinh trong qua trinh bao quéan lau dai dat dugc, diéu nay lam gia
tang rd rét thoi han sir dung cua san pham, va do d6, ting hiéu suit ngudi ding no.

Theo quan diém vé van dé boc 10 lién quan véi do an toan va do 6n dinh cua
dung dich chtta meglumin natri sucxinat, cac chét lam 6n dinh khéac nhau va cic k§

thuat cong nghé 1am 6n dinh duoc sir dung & budc nghién ciru dau tién.
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Thtt nghiém 1: Lam 8n dinh dung dich bang cach giam nhiét do vo tring

Pa biét rang, dé hinh thanh cic din xuét furfural tr duong, yéu t6 quan trong
nhét 1a sy tac dong cta nhiét do cao. Tuy nhién, qud trinh nay dién ra kha manh trong
qué trinh bao quan cac dung dich dudng mia trong thoi gian dai. Twong tu cling ap
dung d6i véi mot phén cua thanh phan hoat tinh ctia nguyén mau — meglumin, vi né 1a
dAn xuét mach thing cia glucoza (A chromatographic quality control procedure based
on HPLC for 5-hydroxymethylfurfural in autoclaved D-glucose infusion fluids. Hung
CT, Selkirk AB, Taylor R.B., J Clin Hosp. Pharm. 1982 Mar; 7(1):17-23.)

Dé 1am giam miic ctia cdc dan xuat furfural dugc tao ra trong qua trinh vo tring
va bao quan sau d6 clia nguyén mau, mot nghién ciru duge tién hanh dé danh gia téc
dung ctia cac phac d6 vo trung khac nhau ctia san pham (bang 1) duge di€u che theo

nguyén mau trong vi du dwgc md ta trong (EA000879).

Céac mAu thu dugc duoc phén tich vé su ¢6 mit cia céc dan xuit furfural ngay
sau khi v0 trung va trong qua trinh bao quan lau dai trong thiét bi kiém soat khi hau
(BINDER) & nhiét d6 25+2°C. Cac mAu duoc phén tich bang cach do hé sb hap thy
cta cac dung dich st dung quang phé ké trong khoang buéc séng tr 190 dén 340 nm
va bang cach phat hién cac gid tri hé s6 hép thu dic trung cuc dai dic trung cia
furfural va cac dan xuét cta né. Dung dich dugc xem la an toan dé sur dung néu nhu
hé sb hép thu ctia dung dich tai budc song 284 nm khong vuot trén 0,25 (USP
Monographs: Dextrose Injection) Murty B.S., Kapoor J.N., Smith F.X., Levels of
5-hydroxymethylfurfural in dextrose injection. American journal of hospital pharmacy

34:2 1977 Feb. P. 205-6).
Bang 1

Anh huoéng cuia cac phac do vo triung d6i véi do on dinh cla nguyeén mau trong bao

quan lau dai & nhiét 6 25+2°C

Phéc do Khoang thoi gian quan sat

v0 trung | Dung dich | 3 thang 6 thang 12 thang 18 thang 24 thang

gbc
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hé s6| mau |hé s6| mau |[hé s6| mau | hé s6 [mau| hé sd | mau | hé s6 [mau sic
hdp | sic | hdp | sic | hap sic [hap thyl sic [hap thu sic |hap thu
thu thu thu
Khong
+ |l |+ | el |+ |l + c/l - Iy - 1y
vO trung
121°C
- cl | - ly - ly - 1/b - d/b - d/b
30 phut
121°C
- cl | + |l | + | Iy - 1/b - d/b - d/b
20 phut
121°C
- cl | + | ¢l - Iy - Iy - 1/b - d/b
15 phut
121°C
+ |l |+ ||+ | Uy + | Uy - 1/b - d/b
8 phut
110°C
+ |l |+ |l | + | Uy + | Uy - /b - d/b
30 phut
110°C
+ |l |+ ||+ | Ny + | Uy - 1/b - 1/b
15 phut
105°C
+ |l |+ ||+ |y + | Uy - 1/b - 1/b
45 phut
105°C
+ ||+ |l |+ | Uy + |y | + 1/b - 1/b
30 phut

¢/l  —dung dich khong mau

l'y  — dung dich mau vang nhat

I/b — dung dich mau nau nhat
d/b - dung dich mau nau dam
+ —hé sb hép thu khong cao hon 0,25

—hé sb hép thu cao hon 0,25.
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Khi phén tich phd thu duge sau khi vo trang bang nhiét cua dung dich, duoc
didu ché theo nguyén mau, trong 20 phit ¢ nhiét do 121°C, céac tap chét khong mong
muén: cac dan xuit cua furfural va deoxyglucon, chung 13 dic trung cua sy phan hiy
b&i nhiét cia cac duong thip (hexoza va pentoza) va cac san pham ciia sy tuong tac
cta chung véi meglumin ban d4u [Chen K, Prabel J. Trans-3,4-dideoxyglucone-3-ene
(trans-3,4-DGE), a most reactive glucose degradation product in freshly heat sterilized

glucoza solutions // Carbohydr Res. 2015.V.418.P.57-64.] dugc boc 19.

Ngoai ra, d4 phét hién ra rang, thdm chi viéc giam dang ké vé thoi gian va nhiét
dd vo trung (bang 1) khong cho phép thu duogc cac dung dich ma s€ 6n dinh trong bao
quan lau dai mic du dat dugc cac muc furfural thip hon (trong céc gi6i han binh
thwong) ¢ cac dung dich gbc. Trong qua trinh bao quén lau dai cac dung dich nay, c6
su gia tdng vé hé sb hap thu va su thay d6i dang ké vé mau sic tir khong mau sang

mau vang nhat va sau d6 sang mau niu.

Sy hinh thanh c4c san phim phu trong qua trinh vo trang dung dich nguyén mau
trai qua nhiéu giai doan: su phin hiy bdi nhiét ciia meglumin tao ra hexoza mach
thang, sau do tao ra furfural va cac dan xuét dideoxyglucon. Nhitng sy thay dbi khac
v& mau séc trong qua trinh bao quan lau dai cac dung dich 13 két qua clia su tuong tac
gitta cac dan xuét c6 tinh phan tng cao cua dideoxyglucon va nhom amino ctla
meglumin. Qué trinh ndy giai phong ra metylamin tu do véi viéc tao ra thém cac ruou

polyamin cao phan ttr mach thang c6 mau tiém tang gy di tmg.

Theo bang 1, khi dung dich duoc diéu ché vo trung (khdng ¢ qua trinh vo trung
bing nhiét), céc mérc din xuét furfural va cac tap chit khong xdc dinh khac van nam
trong cac giéi han binh thudng trong thoi gian chi khoang 12 thang, thoi gian nay
khong du dé dat dugc hiéu sut tiéu dung day du, vi khong c6 kha ning bao quan lau
dai. Ngoai ra, khi 4p dung cong nghé€ nap day vo triung, c6 Xac sudt nhiém khuan kha
cao trong qué trinh san xudt san pham, vi buéc loc vo trung dugce tién hanh s dung
mang loc chudn ¢& 0,22 pm. Mang loc nay tao ra hang rao chin tin cdy v6i hau hét
moi vi khuan nhung thuong khong bao vé dugc d6i voi cac bao tir, virut va

mycoplasma. Hon thé nita, nguyén mau chira ion sucxinat, diy la yéu t6 sinh trudng

-10-



38021

va 13 nén sinh truéng cho su sinh trudng cia vi khuan — dicu nay lam tang thém kha

ning nhiém khuan va do d6, nguy co gay tac dung phu.
Thtt nghiém 2: Lam én dinh dung dich bang cach khir oxy (suc nito)

MOt trong céc co ché ma tao ra tap chét trong nguyén miu dugc gy ra boi cac
qua trinh oxy hoéa, d6 1a tai sao viéc khir oxy b:ing cach suc khi tro dugc st dung dé

dat duoc dung dich 6n dinh.

Pé danh gia tinh hiéu qua cua phuong phap ndy, cac dung dich duoc didu ché
theo mo ta nguyén mau, dugc suc bang nito va sau d6 dugc dong chai vao dang bao

g6i cip 1 dudi dong nito lién tuc. Thue nghiém dugc lap lai ba 14n nhu trong vi du 1.

Pé dat duoc lwong thiét dit cia magie clorua trén co s& sdy kho, magie clorua
hexahydrat loai dung trong dugc pham duoc str dung trong thuc nghiém nay va tht ca
céc vi du sau theo sang ché. Cac dung dich thu dugc duge vo tring nhu duoc md ta
db6i v6i nguyén mau.

Vi du 1. B& tron 1000 lit dwoc nap 900 lit nu6c cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, va 0,3 kg kali clorua, cic thanh phan nay dugc tron két hop cho téi khi
cac thanh phﬁn cta n6 dugce hoa tan hoan toan va sau do dugc tao thanh thé tich 1000
lit bing nudc cit dé tiém. Dung dich thu duge duge suc bang nito trong 30 phut, dugc
loc qua mang loc vo tring ¢ 0,22 pm, dong chai vao trong céc chai thiy tinh thé tich
500 ml va nat kin bang cac nit chai dudi dong nito. Sau do, san phim tién hanh vo
tring bing nhiét 4m dudi ap suét & nhiét do 121+1°C trong 20 phut. Mot lit dung dich
thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg meglumin
(0,872% khéi luong), 1788 mg natri hydroxit (0,1788% khdi lugng), 6000 mg natri
clorua (0,6% khdi lugng), 256 mg magie clorua hexahydrat (0,0256% khdi luong),
300 mg kali clorua (0,03% khéi luong), 15000 mg meglumin natri sucxinat (1,5%
khéi lugng), va nude cét dé tiém t6i 100% khéi luong. D6 pH thuc cua dung dich sau

khi vo trung 1a 7,32.

Dé dénh gia do on dinh cua cac mau san pham thu dugc, cdc mau nay dugc gitt

trong thiét bi kiém soat khi hau trong diéu kién do 6n dinh gia tang ¢ nhiét do 40+2°C
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trong 6 thang va trong cac didu kién bao quan thuong xuyén & nhiét do 25+2°C trong
3 nam. Cac dung dich dugc danh gia ngay sau khi dugc diéu ché va vo tring, va ca
trong qua trinh bao quan. Mau sfc va ham luong tap chét cta ching dugc phan tich.
Chét luong clia cic miu sin pham dugc xem 14 chdp nhan dugc dé dung theo dudng
tinh mach an toan néu hé s6 hap thu cia cac dung dich trong qué trinh bao quan khéng
cao hon 0,25. Két qua cua thir nghiém vé d6 6n dinh cua cac mau duoc trinh bay trong

cac bang 2 dén 3.

Bang 2

Mau sic va hé so hap thu cua cac dung dich nguyén mau c6 va khong sir dung suc nito

trong didu kién do 6n dinh gia ting & nhiét do 40+2°C

Mau Khoang thoi gian quan sat
Dung dich goc 3 thang 6 thang
hé sb hép mau sic hé sb mau sic hé s6 | mau sic
thu hép thu hép thu
Nguyén miu + c/l - 1y - d/b
Nguyén mau
Suc nito
Thr nghiém 1 + c/l + Iy - 1/b
Thtr nghiém 2 + ¢/l - 1/b - 1/b
Thir nghiém 3 + c/l + Iy + 1/b
d/b  —dung dich mau niu dam
1/b — dung dich mau nau nhat
l'y  — dung dich mau vang nhat
¢/l  —dung dich khong mau
+ — hé s6 hip thy khong cao hon 0,25

- —hé sb hép thu cao hon 0,25.

-12-




38021

Bang 3

Mau sic va hé so hap thu ctia cac dung dich nguyén mau c6 va khong sur dung suc nito

trong cac diéu kién bao quan thudng xuyén & nhiét d 25+2°C

Mau Khoang thoi gian quan sat
Dung dich
; 6 thang 12 thang 24 thang 36 thang
goc
hésé [ mau | hé sd [ mau | hé s | mau | he¢ s6 | mau | hé sO | mau
hép thu| sic |hap thu sic |hdp thy| sic hép thy| sic |hap thu sdc
Nguyén mau + Iy + Iy - 1/b - 1/b - d/b
Nguyén mau
Suc nito
Thir nghiém 1
Thir nghiém 2 + c/l + c/l - Iy - 1y - 1/b
Thir nghiém 3 + c/l + c/l + c/l + c/l - 1/b
+ c/l + c/l + c/l - c/l - d/b
d/b - dung dich mau nau ddm
I/b — dung dich mau nau nhat
lly  —dung dich mau vang nhat
¢/l  —dung dich khong mau
+ — hé s6 hip thu khong cao hon 0,25

—hé sb hép thu cao hon 0,25.

Dit liéu thu duogc cho thdy ring, ngoai nhiét do bao quan, thi ndng do oxy trong

dung dich goc cling déng vai tro chinh. Céac mau ma di duoc suc nito thé hién sy giam

dang ké vé hé so hap thu ¢ ving tuong quan véi sy ¢6 mét cua furfural.

Tuy nhién, trong qua trinh bao quan 1au dai ¢ nhiét do 25+2°C trong 36 thang, va

& nhiét d6 40+£2°C trong 6 thang, su thay ddi vé mau sic cua dung dich xuit hién (mau

nau), trong khi phd hap thu chuyén d6i sang ving buéc séng dai hon. Diéu nay chi ra

cac qua trinh pha hily manh hon d6i v6i san pham va sy twong tac c6 thé gilta cac san
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phim phan hity (furfural) véi thanh phan hoat tinh ma twong tdc ndy tao ra cac chat

giy doc tiém tang.

Ngoai ra, két qua thu duge trong cac thuc nghiém song song da khong dan dén
cac két qua co thé lap lai duge (bang 3). Do d6, viéc st dung céac khi tro khong cho
phép thu dugc san phim c6 thoi gian st dung dai hon va ndng dd céac tap chit doc hai

thip hon.
Thir nghiém 3: Lam 6n dinh dung dich bang cach sir dung cac chét chéng oxy héa

Xét thiy thuc tién ring, qué trinh oxy héa 1a mot trong cac co ché co6 kha ning
phé huy cac thanh phan ciia dung dich, cAc tac gia sang ché da nd luc dua vao bao gdm
cac chit chéng oxy hoa trong ché pham. Natri sulfit, natri hydrosulfit, natri
metabisulfit, va natri thiosulfat dugc chon cho cac dung dich dua vao nudc. Theo quan
diém do, cac chét chdng oxy héa duoc bo sung v6i lugng cho phép tdi da — 0,2% (NPh
(National Pharmacopeia) XIII, OFS (chapter).1.4.1.0007.15, Handbook of
pharmaceutical excipients, 6™ edition), va v6i lugng 1/10 nhu vay — 0,02% (céc vi du

2-9).

Mau thu duge theo cac vi du 2-9 dugc bao quan trong thiét bi kiém soat khi hau
trong cac diéu kién bao quan thudng xuyén & nhiét do 25+2°C trong 3 nam. Cac dung
dich dugc danh gia ngay sau khi dugce diéu ché va vo tring, va ca trong qué trinh bao
quan. Mau sic va ham luong tap chét ctia chung dugc phan tich. Chét lugng ctia cac
mau dugc xem 1a chép nhan duogc dé dung theo duong tinh mach an toan néu hé sb hép
thu ciia cac dung dich trong qué trinh bao quan khong cao hon 0,25, khong c6 su thay

do6i mau sac va khong lang tua.

Vi du 2. B& tron 1000 lit duge nap 900 lit nudc cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 2,0 kg natri thiosulfat, cdc thanh phr:in nay duogc tron
két hop cho t6i khi cac thanh phan duoc hoa tan hoan toan va cdc mic pH dugce thiét
dat o gia tri ¢b dinh, sau d6 dugc tao thanh thé tich 1000 lit bang nudéc cit dé tiem.
Loc dung dich thu dugc qua mang loc vo trung c& 0,22 pm, dong chai vao trong cac
chai thay tinh thé tich 500 ml va nut kin bang cac nit chai. Sau d6, san pham tién

hanh v6 tring bang nhiét 4m dudi ap suat & nhiét do 121+1°C trong 20 phut. Mot lit
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dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,872% khéi luong), 1788 mg natri hydroxit (0,1788% khéi luong), 6000
mg natri clorua (0,6% khéi lwong), 256 mg magie clorua hexahydrat (0,0256% khéi
lrong), 300 mg kali clorua (0,03% khéi lwgng), 2000 mg natri thiosulfat (0,2% khoi
lugng), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nurdce cht dé tiém t6i

100% khdi luong. DO pH thuc ctia dung dich sau khi vo trung la 7,27.

Vi du 3. B& tron 1000 lit duoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,2 kg natri thiosulfat, cic thanh phén nay dugc tron
két hop cho t6i khi c4c thanh phan ctia n6 dugce hoa tan hoan toan va cac mirc pH
duoc thiét dit ¢ gia tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit br?mg nudce
cAt dé tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 pm, déng chai vao
trong cac chai thiy tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do, san
phém tién hanh v tring bing nhiét 4m dudi &p suat & nhiét do 121+1°C trong 20
phut. Mot 1it dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi lugng),
8725 mg meglumin (0,872% khdi lugng), 1788 mg natri hydroxit (0,1788% khoi
lugng), 6000 mg natri clorua (0,6% khéi luwong), 256 mg magie clorua hexahydrat
(0,0256% khéi luong), 300 mg kali clorua (0,03% khéi lugng), 200 mg natri thiosulfat
(0,02% khéi lugng), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudc

cét dé tiém t6i 100% khéi luong. Do pH thuc ciia dung dich sau khi vo trang 1a 7,32.

Vi du 4. B& tron 1000 lit duoc nap 900 lit nuée cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 2,0 kg natri sulfit, cac thanh phan nay dugc tron két
hop cho téi khi cac thanh phan duge hoa tan hoan toan va cac mirc pH duoc thiét dat
O gia tri ¢b dinh, va sau d6 duoc tao thanh thé tich 1000 lit bf?mg nuéce cat dé tiém. Loc
dung dich thu dugc qua mang loc v tring ¢& 0,22 pm, doéng chai vao trong céc chai
thity tinh thé tich 500 ml va nut kin bing céc nit chai. Sau d6, san pham tién hanh vo
triung bang nhiét 4m dudi p sudt & nhiét do 121+1°C trong 20 phit. Mot lit dung dich
thu duoc chira 5280 mg axit sucxinic (0,528% khéi luogng), 8725 mg meglumin
(0,872% khéi lugng), 1788 mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri
clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi lugng),
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300 mg kali clorua (0,03% khdi lwong), 2000 mg natri sulfit (0,2% khéi luong),
15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudce cit dé tiém t&i 100%

khéi lugng. D6 pH thuc cia dung dich sau khi vo trung 1a 7,84.

Vi du 5. B& tron 1000 lit duge nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,2 kg natri sulfit, cdc thanh phén nay dugc tron két
hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc pH dugc thiét dat
O gia tri ¢b dinh, va sau d6 duge tao thanh thé tich 1000 lit br:ing nudce cat dé tiém. Loc
dung dich thu dwgc qua mang loc vo tring ¢& 0,22 pm, dong chai vao trong céc chai
thiy tinh thé tich 500 ml va nut kin bng c4c nit chai. Sau d6, san phim tién hanh vo
trung bang nhiét Am dudi 4p suat & nhiét do 121=1°C trong 20 phut. Mot lit dung dich
thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg meglumin
(0,872% khdi luong), 1788 mg natri hydroxit (0,1788% khéi lwong), 6000 mg natri
clorua (0,6% khdi luong), 256 mg magie clorua hexahydrat (0,0256% khéi lugng),
300 mg kali clorua (0,03% khdi luong), 200 mg natri sulfit (0,02% khdi lugng),
15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cat dé tiém t6i 100%

khdi lugng. D6 pH thuc ctia dung dich sau khi vo trung 12 7,41,

Vi du 6. B& tron 1000 1it duge nap 900 lit nude cit dé tiem, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 2,0 kg natri hydrosulfit, cac thanh phan nay duoc
tron két hop cho t6i khi cac thanh phén duogc hoa tan hoan toan va cac muc pH dugc
thiét dit & gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong chai vao trong
céc chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do, sén pham tién
hanh v tring bang nhiét 4m dwdi ap suit & nhiét do 121+1°C trong 20 phit. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,872% khdi luong), 1788 mg natri hydroxit (0,1788% khéi luong),
6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256%
khéi luong), 300 mg kali clorua (0,03% khdi lugng), 2000 mg natri hydrosulfit (0,2%
khéi lugng), 15000 mg meglumin natri sucxinat (1,5% khdi luong), va nuée cat dé

tiém t6i 100% khoi luong. Do pH thuc ctia dung dich sau khi v trung 1a 6,12.
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Vi du 7. B& tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,2 kg natri hydrosulfit, cac thanh phan nay dugc
tron két hop cho t6i khi cac thanh phén dugc hoa tan hoan toan va cac muc pH dugce
thiét dat & gi tri c6 dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao trong
chc chai thily tinh thé tich 500 ml va nut kin bing c4c nut chai. Sau d6, san phém tién
hanh v tring bing nhiét 4m dudi 4p sudt & nhiét do 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chita 5280 mg axit sucxinic (0,528% khéi lugng), 8725 mg
meglumin (0,872% khdi luong), 1788 mg natri hydroxit (0,1788% khoi lugng), 6000
mg natri clorua (0,6% khéi lugng), 256 mg magie clorua hexahydrat (0,0256% khéi
lugng), 300 mg kali clorua (0,03% khéi lugng), 200 mg natri hydrosulfit (0,02% khéi
lugng), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cht dé tiém t6i

100% khéi luong. Do pH thurc ctia dung dich sau khi vo triung 1a 7,02.

Vi du 8. B& tron 1000 lit dwoc nap 900 lit nudc cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 2,0 kg natri metabisulfit, cac thanh phén nay duogc
tron két hop cho téi khi céc thanh phén dugc hoa tan hoan toan va cac mirc pH dugc
thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu duoc qua mang loc vo tring ¢& 0,22 pm, dong chai vao trong
céc chai thiy tinh thé tich 500 ml va niit kin bing cac nut chai. Sau dé, san pham tién
hanh v tring bang nhiét 4m dudi ap suat & nhiét do 121+1°C trong 20 phit. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi lugng), 8725 mg
meglumin (0,872% khdi lwong), 1788 mg natri hydroxit (0,1788% khoi lugng), 6000
mg natri clorua (0,6% khéi lugng), 256 mg magie clorua hexahydrat (0,0256% khéi
luong), 300 mg kali clorua (0,03% khéi Iwrgng), 2000 mg natri metabisulfit (0,2% khoi
lugng), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuéce cat dé tiém toi

100% khéi luong. Do pH thuc ctia dung dich sau khi vo trung 1a 7,29.

Vi du 9. B& tron 1000 lit duge nap 900 lit nudce cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,2 kg natri metabisulfit, cac thanh phan nay duoc
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tron két hop cho t6i khi cac thanh phén duoc hoa tan hoan toan va cac mirc pH dugc
thiét dat & gia tri ¢b dinh, va sau do dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc v6 trung c& 0,22 um, dong chai vao trong
céc chai thay tinh thé tich 500 ml va nut kin bing c4c nit chai. Sau do, san phdm tién
hanh v6 tring bang nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khoi lwong), 8725 mg
meglumin (0,872% khéi luong), 1788 mg natri hydroxit (0,1788% khéi lugng), 6000
mg natri clorua (0,6% khéi lrong), 256 mg magie clorua hexahydrat (0,0256% khéi
lwong), 300 mg kali clorua (0,03% khéi lwong), 200 mg natri metabisulfit (0,02% khoi
lugng), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudc cat dé tiém t6i

100% khéi lwong. Do pH thuc cia dung dich sau khi v6 trung la 7,26.

Céac nghién ctu da cho thdy rang, st dung natri thiosulfat 1am chét chéng oxy
hoa da khong tao ra hiéu qua thanh cong. Khi cac miu nguyén mau duogc diéu ché
bang cach bd sung thanh phin nay & ndng do tir 0,02 dén 0,2% (cac vi du 2 va 3), su

ling tua dugc phat hién tai thoi diém 6 thang bao quan.

Viéc bd sung cac chdng oxy héa nhu natri sulfit va natri metabisulfit & cac nong
do tir 0,02 dén 0,2% (cac vi du 4, 5 va 8, 9) khong cho phép gia tdng thoi gian st dung
ctia dung dich ma khong c6 su thay di dang ké vé& hé s6 hap thu va mau sic. Khi bao
quéan cac dung dich trong thoi gian lau hon 6 thang, su thay dbi sang mau vang (va
sang mau nau sau do) duogc quan sat thiy, trong khi hé s6 hép thu cao hon dang ké so

v6i tiéu chuén chap nhan — 0,25.

Viéc bd sung natri hydrosulfit (cac vi du 6 va 7) da chirng minh d9 6n dinh dung
dich tang 1én, dung dich giit nguyén khong mau trong thoi gian 12 thang ¢ nhiét do
25+2°C nhung sau do, su chuyén sang mau vang ciing xuét hién. Két qua nay la do
thuc tién khi bdo quan cac dung dich c6 bd sung cac chdng oxy hoa, cac chét chéng
oxy héa phan ing vi meglumin va cac san pham phén hity ctia né & cac ]an bao quan

sau do.

Téc dung lam 6n dinh khong déng ké cua natri hydrosulfit ma da dugc phat hién
duoc giai thich bang thuc tién rang, viéc bd sung nay lam dich chuyén do pH vé phia

c4c gid tri axit hon, dan dén tbc d6 pha hiy cic thanh phan cta dung dich gidm xubng.
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P6 1a ly do tai sao can phai quyét dinh khao sat viéc cac axit khac nhau s& tac

dong nhu thé nao dén d6 6n dinh ctia dung dich trong qu4 trinh bao quan 1au dai.
Thtr nghi€ém 4: Lam 6n dinh dung dich béng cach str dung cac axit khac nhau

Viéc st dung cac phac dd vo tring mém, khir oxy dung dich, va bd sung céc
chéng oxy héa khong gitp dat dugc thoi gian st dung kéo dai hon dang ké. Theo quan
diém vé cac két qua thu duoc trong thir nghiém 3, da bt ngd phét hién ra ring, cac
chét 1am thay dbi do pH (vi du, natri hydrosulfit) ¢6 tiém nang tac dung lam 6n dinh

d6i v6i dung dich.

Do véy, dé thu duoc dung dich ma n6 s& n dinh trong qué trinh vo tring bing
nhiét va trong qua trinh bao quan 1au dai, theo kinh nghiém, can phai ¢d ging gia ting
d6 6n dinh cta nguyén mau bang cach bd sung cac chét tao proton dugc dung vao hon
hop.

Ngoai ra, cac tac gia sang ché cho rang, su dich chuyén do pH ctia dung dich ché
phim vé phia mirc axit hon s& lam gidm nguy co phat trién vi khuén trong qué trinh

bao quan, di€u nay c6 thé lam ting thém nita d an toan cua san pham.

Dua vao céc két qua danh gia vé do 4n dinh cua dung dich nguyén miu trong qué
trinh vo tring va bao quan lau dai (bang 1), va xem xét su hinh thanh furfural gia ting
c6 thé trong dung dich meglumin natri sucxinat (v6i do pH ~7,3-7,4) trong qua trinh
v6 trung bang nhiét, cac tac gia sng ché goi y viéc sir dung céc axit carboxylic va axit

vd co duge dung lam chét 1am 6n dinh.

Dua vao kién thuc duoc boc 16 theo séng ché, da biét réng, dé 1am 6n dinh céc
dan xuit ctia 3-oxypyridin (cac hop chét polynito vong), cac axit hitu co dugc st dung,
cu thé 1a axit sucxinic, dé ngin chin sy pha huy (thiy phén) vong pyridin
(RU2205640).

Tuy nhién, cac nghién ctru dugc tién hanh lién quan dén patent nay di cho thay
rang, khong thé dat duoc két qua thanh cong trong qua trinh bao quan lau dai nhom
hop chét cu thé nay va viéc bd sung cac chét chéng oxy hoa va céc chét tao phirc 1a

can thiét.
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Khong c6 dit liéu c6 san trong cic ngudn cdng khai mé ta v€ anh huong cua do
pH va cau tric hoa hoc cta chat 1am 6n dinh dén do On dinh cua meglumin natri

sucxinat.

Theo quan diém do, cac tac gia da quyét dinh st dung axit clohydric (axit vo co)
va axit etylendiamintetraaxetic (axit hitu co), cac axit nay dugc chip thun dé sir dung
trong cac dung dich truyén, lam céc chat lam 6n dinh (NPh (National Pharmacopeia)
XIII, OFS (chapter).1.4.1.0007.15, Handbook of pharmaceutical excipients, 6t
edition). Cac dung dich dugc didu ché theo nguyén mau, v6i viéc bd sung cac axit nay

dé dat t&i cac gia tri pH nam trong khoang tir 5,0 dén 7,0.

Cac mau thu duoc (cic vi du 22-24 va 25-27) dugc dua vao trong thiét bi kiém
so4t khi hau dé danh gia do én dinh & cac didu kién do on dinh gia ting & nhiét do
40+2°C.

Vi du 10. B& tron 1000 lit dugc nap 900 lit nudc cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,017 kg axit clohydric, cac thanh phﬁn nay dugc
tron két hop cho t6i khi c4c thanh phan duoc hoa tan hoan toan va cdc mic pH duge
thiét dat & gid tri 6 dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao trong
cAc chai thuy tinh thé tich 500 ml va nut kin bing c4c nit chai. Sau dé, sin pham tién
hanh v6 tring bing nhiét 4m dudi ap suit & nhiét do 121=1°C trong 20 phut. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,872% khdi lugng), 1788 mg natri hydroxit (0,1788% khoi luong), 6000
mg natri clorua (0,6% khéi lwong), 256 mg magie clorua hexahydrat (0,0256% khéi
luong), 300 mg kali clorua (0,03% khéi luong), 17 mg axit clohydric (0,0017% khéi
luong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nude cit dé tiém toi

100% khéi luong. o pH thuc ctia dung dich sau khi vo trung 12 7,05.

Vi du 11. B& tron 1000 lit duge nap 900 lit nudce cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,207 kg axit clohydric, cdc thanh phan nay duoc

tron két hop cho t6i khi c4c thanh phéan duogc hoa tan hoan toan va cac mirc pH dugc
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thiét dat & gié tri cb dinh, va sau d6 duoc tao thanh thé tich 1000 lit bing nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao trong
cAc chai thily tinh thé tich 500 ml va niit kin bing c4c nut chai. Sau d6, sin phdm tién
hanh vo trung bing nhiét 4m dudi ap sudt & nhiét do 121=1°C trong 20 phut. Mot lit
dung dich thu dugc chra 5280 mg axit sucxinic (0,528% khdi lugng), 8725 mg
meglumin (0,872% khdi Ivong), 1788 mg natri hydroxit (0,1788% khdi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
luong), 300 mg kali clorua (0,03% khéi lwong), 207 mg axit clohydric (0,0207% khbi
lugng), 15000 mg meglumin natri sucxinat (1,5% khdi lugng), va nudc cAt dé tiem toi

100% khéi lwong. D6 pH thuc ctia dung dich sau khi vo trang 1a 6,05.

Vi du 12. Bé tron 1000 lit duge nap 900 lit nuée cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,537 kg axit clohydric, cac thanh phan nay duoc
tron két hop cho t6i khi cac thanh phén duogc hoa tan hoan toan va cac mirc pH duge
thiét dat & gié tri c6 dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, déng chai vao trong
cac chai thity tinh thé tich 500 ml va nit kin bing cac nit chai. Sau do6, san pham tién
hanh vo trung bing nhiét 4m dudi ap suit & nhiét do 121£1°C trong 20 phut. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,872% khdi lugng), 1788 mg natri hydroxit (0,1788% khéi lwong), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
lugng), 300 mg kali clorua (0,03% khéi lugng), 537 mg axit clohydric (0,0537% khi
luong), 15000 mg meglumin natri sucxinat (1,5% khdi lugng), va nudc cat dé tiém t6i

100% khéi luong. Do pH thuc cla dung dich sau khi vo tring 1a 5,15.

Vi du 13. Bé tron 1000 lit duge nap 900 lit nuée cat dé tiém, 5,28 Kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,047 kg axit etylendiamintetraaxetic, cac thanh
phﬁn nay duoc tron Kkét hop cho téi khi cée thanh phén dugc hoa tan hoan toan va cac
mirc pH duoc thiét dit ¢ gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit
bang nudc cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm,

dong chai vao trong céc chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai.
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Sau do, san phém tién hanh vo trung bé’lng nhiét 4m dudi ap sut & nhiét do 121+1°C
trong 20 phut. Mot lit dung dich thu duge chtra 5280 mg axit sucxinic (0,528% khéi
luong), 8725 mg meglumin (0,872% khéi luong), 1788 mg natri hydroxit (0,1788%
khdi lugng), 6000 mg natri clorua (0,6% khdi luong), 256 mg magie clorua
hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khdi lugng), 47 mg axit
etylendiamintetraaxetic (0,0047% khdi luong), 15000 mg meglumin natri sucxinat
(1,5% khdi luong), va nudce cit dé tiém t6i 100% khdi lugng. DO pH thuc cua dung
dich sau khi vo trung 1a 6,95.

Vi du 14. Bé tron 1000 lit duge nap 900 lit nude cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,596 kg axit etylendiamintetraaxetic, cac thanh
phan nay dugc tron két hop cho t6i khi c4c thanh phan dugc hoa tan hoan toan va cac
muc pH dugc thiét dat & gia tri ¢ dinh, va sau dé dugc tao thanh thé tich 1000 lit
bing nudc cit dé tiém. Loc dung dich thu dwugc qua mang loc vo tring ¢& 0,22 um,
déng chai vao trong céc chai thily tinh thé tich 500 ml va nit kin bang cac nut chai.
Sau d6, san pham tién hanh vo tring bang nhiét am duéi ap suit & nhiét do 121+1°C
trong 20 phut. Mot lit dung dich thu dugc chtra 5280 mg axit sucxinic (0,528% khéi
luong), 8725 mg meglumin (0,872% khéi luong), 1788 mg natri hydroxit (0,1788%
khéi luwong), 6000 mg natri clorua (0,6% khéi luwong), 256 mg magie clorua
hexahydrat (0,0256% khdi lwgng), 300 mg kali clorua (0,03% khéi luong), 596 mg
axit etylendiamintetraaxetic (0,0596% khéi lugng), 15000 mg meglumin natri
sucxinat (1,5% khéi lugng), va nudc cAt dé tiém t6i 100% khdi lugng. Do pH thuc

cua dung dich sau khi v6 trung 1a 6,15.

Vi du 15. B& tron 1000 lit duoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 3,849 kg axit etylendiamintetraaxetic, cac thanh
phén nay dugc tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac
muc pH dugc thiét dat ¢ gid tri ¢b dinh, va sau d6 duoc tao thanh thé tich 1000 lit
bang nudc cat dé tiém. Loc dung dich thu dugce qua mang loc vo trung ¢& 0,22 pm,
dong chai vao trong cac chai thuy tinh thé tich 500 ml va nut kin bang cc nit chai.

Sau d6, san pham tién hanh v tring bing nhiét 4m dudi &p sudt & nhiét do 121+1°C
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trong 20 phut. Mot lit dung dich thu duoc chita 5280 mg axit sucxinic (0,528% khéi
lurong), 8725 mg meglumin (0,872% khéi luong), 1788 mg natri hydroxit (0,1788%

khéi luwong), 6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua
hexahydrat (0,0256% khéi lwgng), 300 mg kali clorua (0,03% khoi luong), 3849 mg

axit etylendiamintetraaxetic (0,3849% khéi luong), 15000 mg meglumin natri

sucxinat (1,5% khéi luong), va nudc cit dé tiém t6i 100% khéi lugng. Do pH thuc

ctia dung dich sau khi vo trung 1a 5,10.

Bang 4

Céc muc tap chét trong nguyén mau va trong céc dung dich véi cac axit clohydric va

axit etylendiamintetraaxetic trong didu kién d6 6n dinh gia tang & nhiét do 40+2°C

Mau Vi Khoang thoi gian quan sat
dy, Dung dich gbc 3 thang 6 thang
50 do pH| hé s | mau |do pH| hé s6 | mau |do pH| hé s6 | mau
hip | sic hip | sic hép sac
thu thu thu
Nguyén mau 735 | + Iy | 7,15 - db | 695| - d/b
Cacdung | 10 | 7,05 + c/l |6,90 + I/y | 6,85 + 1/b
dich véi axit| 11 | 6,05 + ¢/l | 6,05 + ¢/l | 595 + c/l
clohydric | 12 | 5,15 + ¢/l |5,10 + ¢/l | 5,10 + ¢/l
Cacdung | 13 | 6,95 + c/l | 7,00 + ¢/l | 6,90 + 1y
dich voi axit| 14 | 6,15 + c/l | 6,15 + ¢/l | 6,10 + c/l
etylendiami
. 15 | 5,10 + c/l | 5,15 + ¢/l | 5,10 + c/l
ntetraaxetic
d/b - dung dich mau nau dam
I/b — dung dich mau néu nhat
lly  —dung dich mau vang nhat
¢/l  —dung dich khong mau
+  —hé s6 hap thy khong cao hon 0,25
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- —hé sb hép thu cao hon 0,25.

Két qua danh gia ctia cac dung dich dugc bao quan trong didu kién d6 6n dinh gia
ting & nhiét do 40+2°C trong 6 thang duoc trinh bay trong bang 4. Cac két qua nay
cho théy rang, d6 pH giam xudng va mau sic ciia nguyén mau thay dbi dan dan trong
qua trinh bao quan, diéu nay chi ra sy c6 mit ciia cdc qua trinh phén hiy cac thanh

phan hoat tinh.

Anh hudng cia cic axit etylendiamintetraaxetic va axit clohydric dén d6 on dinh
ctia cac dung dich 13 4nh huong duong. Tuy nhién, mo6 hinh ma tai d6, do pH gidm &
cac muc ~7,0 1 16 rang hon khi sir dung axit clohydric so v6i trueong hop sir dung axit
etylendiamintetraaxetic. Ngoai ra, & cdc mirc pH nam trong khoang tir 5,0 dén 6,0,

viéc stt dung céc axit khong thé hién su giam do pH ma 1a mé hinh khong mong doi.

Theo quan diém d6, cac nghién ciru bd sung dugc tién hanh dé xac dinh sy tac
dong clia cac axit hitu co va axit vo co khac nhau 1én do on dinh cua dung dich trong

qua trinh bao quan lau dai & nhiét do 25 +2°C (bang 5).

Céc axit carboxylic dugc dung sau dugc goiy dé st dung 1am chét 1am 6n dinh:
axit etylendiamintetraaxetic, axit etanoic, axit 2-hydroxybutandioic, axit 2-hydroxy-
1,2,3-propantricarboxylic, axit butandioic, axit trans-butendioic, axit  2,3-
dihydroxybutandioic, axit 2-hydroxypropanoic, axit cacbonic; va cac axit vd co sau:

axit clohydric, axit phosphoric va axit sulfuric.

T4t ca cac axit va to hop ctia chung duge bb sung vao hdn hop cho toi khi cac
murc pH cua cac dung dich nam trong khoang tir 5,5 dén 7,0, vi cac gia tri pH thip hon
5,5 dugc xem la khong sinh ly dé dung theo duodng tinh mach.

Trong qué trinh san xuét dung dich truyén duoc yéu ciu bao ho, thanh phan hoat
tinh clia nd, meglumin natri sucxinat, thu dugc truc tiép trong qua trinh diéu ché dung
dich béng cach hoa tan cac lugng theo tinh todn ctia axit sucxinic, natri hydroxit va
meglumin trong nudc cht dé tiem.

Sang ché dugce minh hoa bang cac vi du tir 16 dén 91.
Vi du 16. Bé tron 1000 lit dugc nap 900 lit nuée cat dé tiém, 4,752 kg axit sucxinic,

7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
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hexahydrat, 0,27 kg kali clorua, va 0,026 kg axit etanoic, c4c thanh phan nay dugc tron
két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac muc pH duge thiét
dat & gid tri ¢b dinh, va sau do dugc tao thanh thé tich 1000 lit bang nudc ct dé tiém.
Loc dung dich thu dugc qua mang loc v6 trung ¢& 0,22 pm, dong chai vao trong cac
chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau d6, san pham tién hanh
v6 trung bang nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phat. Mot lit dung
dich thu dugc chira 4752 mg axit sucxinic (0,4752% khéi luong), 7853 mg meglumin
(0,7853% khéi luong), 1609 mg natri hydroxit (0,1609% khéi lugng), 5400 mg natri
clorua (0,54% khéi luong), 230 mg magie clorua hexahydrat (0,023% khéi luong),
270 mg kali clorua (0,027% khéi lrgng), 26 mg axit etanoic (0,0026% khoi luong) —
chit 1am 6n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi lugng), va nude cAt

dé tiém t6i 100% khdi lwong. Do pH thuc ctia dung dich sau khi vo trung 1a 6,99.

Vi du 17. B& tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,117 kg axit etanoic, cac thanh ph?ln nay dugc tron
két hop cho t6i khi cac thanh phdn dugc hoa tan hoan toan va cac mie pH duoc thiét
dit & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bing nudc cit dé tiém.
Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong chai vao trong cac
chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau d6, san pham tién hanh
vo trung bang nhiét 4m dudi dp suat & nhiét do 121=1°C trong 20 phit. Mot lit dung
dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg meglumin
(0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khoi luong), 6000 mg natri
clorua (0,6% khéi lugng), 256 mg magie clorua hexahydrat (0,0256% khéi lugng),
300 mg kali clorua (0,03% khéi luong), 117 mg axit etanoic (0,0117% khéi luong) —
chét 1am én dinh, 15000 mg meglumin natri sucxinat (1,5% khdi lugng), va nude cit

dé tiém t6i 100% khdi lwong. Do pH thuc ctia dung dich sau khi vo trang 12 6,49.

Vi du 18. B& tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,375 kg axit etanoic, cac thanh phén nay dugc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac muc pH dugc

thiét dat & gid tri ¢ dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nude cét dé
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tiém. Loc dung dich thu duoc qua mang loc v6 trung ¢& 0,22 pm, dong chai vao trong
céc chai thuy tinh thé tich 500 ml va nit kin bang cac nut chai. Sau do, san phém tién
hanh v6 trung bang nhiét 4m dudi ap sudt & nhiét do 121=1°C trong 20 phit. Mot lit
dung dich thu dugc chita 5808 mg axit sucxinic (0,5808% khéi lugng), 9598 mg
meglumin (0,9598% khéi luong), 1967 mg natri hydroxit (0,1967% khdi luong), 6600
mg natri clorua (0,66% khéi lwong), 282 mg magie clorua hexahydrat (0,0282% khéi
luong), 330 mg kali clorua (0,033% khéi lugng), 375 mg axit etanoic (0,0375% khéi
luong) — chat 1am n dinh, 16500 mg meglumin natri sucxinat (1,65% khéi lugng), va
nuée cAt dé tiém toi 100% khéi luong. P pH thuc ctia dung dich sau khi vo trung 1a

6,00.

Vi du 19. B& tron 1000 lit dugc nap 900 lit nuéce cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 1,032 kg axit etanoic, cac thanh phﬁn nay dugc
trén két hop cho t6i khi cac thanh phén dugc hoa tan hoan toan va cac mirc pH dugc
thiét dit & gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc cit dé
tiem. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 pm, dong chai vao trong
céc chai thiy tinh thé tich 500 ml va nut kin bing cc nut chai. Sau d6, sin pham tién
hanh vo trung bing nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khéi lwong), 9598 mg
meglumin (0,9598% khéi luong), 1967 mg natri hydroxit (0,1967% khéi lugng), 6600
mg natri clorua (0,66% khéi lwong), 282 mg magie clorua hexahydrat (0,0282% khéi
lrong), 330 mg kali clorua (0,033% khéi lugng), 1032 mg axit etanoic (0,1032% khoi
luong) — chat 1am 6n dinh, 16500 mg meglumin natri sucxinat (1,65% khéi luong), va
nuéc cat dé tiém toi 100% khoi lugng. D pH thuc cua dung dich sau khi vo trung la

5,51.

Vi du 20. Bé tron 1000 lit dwoc nap 900 lit nuée cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,029 kg axit 2-hydroxybutandioic, cac thanh phén
nay dugc tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cac mirc
pH dugc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 2 lit béng nudc

cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao
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trong cac chai thuy tinh thé tich 500 ml va nat kin bang cac nit chai. Sau d6, san pham
tién hanh v tring bang nhiét 4m dudi dp suit & nhiét do 121+1°C trong 20 phut. Mot
lit dung dich thu dugc chia 4752 mg axit sucxinic (0,4752% khéi lugng), 7853 mg
meglumin (0,7853% khéi lugng), 1609 mg natri hydroxit (0,1609% khéi luong), 5400
mg natri clorua (0,54% khéi luong), 230 mg magie clorua hexahydrat (0,023% khéi
lugng), 270 mg kali clorua (0,027% khéi lwong), 29 mg axit 2-hydroxybutandioic
(0,0029% khéi Irong) — chit 1am 6n dinh, 13500 mg meglumin natri sucxinat (1,35%
khéi lugng), va nude cit dé tiém téi 100% khéi luong. Do pH thuc cua dung dich sau

khi vo trung 1a 6,99.

Vi du 21. B tron 1000 lit dwoc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,124 kg axit 2-hydroxybutandioic, cac thanh ph?m
nay duoc trén két hop cho téi khi cac thanh phan duge hoa tan hoan toan va cac mirc
pH duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cét dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong
chai vao trong cac chai thiy tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do,
san phim tién hanh v6 tring bang nhiét 4m dudi 4p suat & nhiét do 121+1°C trong 20
phat. Mot lit dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi lugng),
8725 mg meglumin (0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khoi
lwong), 6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat
(0,0256% khéi luong), 300 mg kali clorua (0,03% khéi luong), 124 mg axit 2-
hydroxybutandioic (0,0124% khbi lugng) — chat lam 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi lwong), va nuéce cht dé tiém toi 100% khéi lugng. Do pH

thuc ctia dung dich sau khi vo trung 1a 6,50.

Vi du 22. Bé tron 1000 lit duwoc nap 900 lit nudce cit dé tiem, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,419 kg axit 2-hydroxybutandioic, cac thanh
phan nay duoc tron két hop cho t6i khi cac thanh phan duoc hoa tan hoan toan va cac
mire pH duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nuge cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong

chai vao trong cac chai thuy tinh thé tich 500 ml va nut kin bing cac nit chai. Sau do,
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san pham tién hanh vo tring bing nhiét Am dudi ap suat & nhiét do 121+1°C trong 20
phut. Mot lit dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khdi luong),
9598 mg meglumin (0,9598% khéi lwong), 1967 mg natri hydroxit (0,1967% khéi
lurong), 6600 mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat
(0,0282% khdi lugng), 330 mg kali clorua (0,033% khéi Iwong), 419 mg axit 2-
hydroxybutandioic (0,0419% khéi luong) — chat 1am 6n dinh, 16500 mg meglumin
natri sucxinat (1,65% khéi lugng), va nudc cét dé tiém t6i 100% khdi lugng. Do pH

thuc cua dung dich sau khi v6 trung 1a 6,00.

Vi du 23. B& tron 1000 it duge nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,048 kg axit 2-hydroxybutandioic, cac thanh phén
nay duoc trén két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc
pH duogc thiét dat & gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong
chai vao trong cac chai thiy tinh thé tich 500 ml va nat kin bang cac nut chai. Sau do,
san phim tién hanh vé tring bing nhiét 4m duéi ap suat & nhiét do 121+1°C trong 20
phat. Mot lit dung dich thu duge chira 5280 mg axit sucxinic (0,528% khéi luong),
8725 mg meglumin (0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khéi
luong), 6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat
(0,0256% khdi lugng), 300 mg kali clorua (0,03% khéi lugng), 1048 mg axit 2-
hydroxybutandioic (0,1048% khéi lugng) — chit lam 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi luong), va nuéc cat dé tiém toi 100% khdi lwong. Do pH

thue ctia dung dich sau khi v trung 1a 5,50.

Vi du 24. Bé tron 1000 lit dwoc nap 900 lit nu6e cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,028 kg axit 2-hydroxy-1,2,3-propantricarboxylic,
cac thanh phan nay dugc tron két hop cho t&i khi céc thanh phan dugc hoa tan hoan
toan va cac muc pH dugce thiét dat & gia tri c¢b dinh, va sau d6 dugc tao thanh thé tich
1000 lit bang nudc cat dé tiém. Loc dung dich thu duge qua mang loc vo tring ¢& 0,22
um, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nat kin bing cac nut

chai. Sau d6, san phim tién hanh vo tring bing nhiét 4m dudi 4p suat ¢ nhiét do
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121+1°C trong 20 phut. Mot lit dung dich thu dugce chira 4752 mg axit sucxinic
(0,4752% khéi luong), 7853 mg meglumin (0,7853% khdi lugng), 1609 mg natri
hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khdi lugng), 230 mg
magie clorua hexahydrat (0,023% khéi luwong), 270 mg kali clorua (0,027% khéi
lwong), 28 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,0028% khéi luong) — chat
lam 6n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi lwgng), va nudce cat dé

tiém t&i 100% khéi luong. Do pH thuc cia dung dich sau khi vo tring 1a 6,99.

Vi du 25. B& tron 1000 lit duge nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,122 kg axit 2-hydroxy-1,2,3-propantricarboxylic,
cAc thanh phin nay dugc tron két hop cho tdi khi céc thanh phén dugc hoa tan hoan
toan va cac mirc pH dugce thiét dat & gia tri ¢ dinh, va sau d6 dugc tao thanh thé tich
1000 lit bang nudc cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22
um, dong chai vao trong céc chai thuy tinh thé tich 500 ml va nut kin bang cac nit
chai. Sau d6, san pham tién hanh vo6 tring bang nhiét 4m duéi ap suit & nhiét do
121+1°C trong 20 phat. Mot lit dung dich thu dugc chira 5280 mg axit sucxinic
(0,528% khéi luong), 8725 mg meglumin (0,8725% khéi luwong), 1788 mg natri
hydroxit (0,1788% khdi luong), 6000 mg natri clorua (0,6% khoi lugng), 256 mg
magie clorua hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khoi
lwong), 122 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,0122% khéi lugng) — chét
lam 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudce cat dé

tiém t6i 100% khoi lugng. DO pH thuc ctia dung dich sau khi v6 trung 12 6,51.

Vi du 26. Bé tron 1000 lit dugc nap 900 lit nudc cAt dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0450 kg axit 2-hydroxy-1,2,3-
propantricarboxylic, cac thanh phan nay duoc tron két hop cho t6i khi cac thanh phan
duogc hoa tan hoan toan va cac mirc pH duogc thiét dat o gia tri ¢ dinh, va sau dé duoc
tao thanh thé tich 1000 lit bing nuéc cit dé tiém. Loc dung dich thu dugc qua mang
loc vo trung ¢& 0,22 um, dong chai vao trong céc chai thuy tinh thé tich 500 ml va nut
kin bang cac nut chai. Sau d6, san phém tién hanh vo tring bang nhiét 4m dudi ap suét

& nhiét d6 121+1°C trong 20 phut. Mot lit dung dich thu dugce chira 5808 mg axit
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sucxinic (0,5808% khéi luong), 9598 mg meglumin (0,9598% khdi lugng), 1967 mg
natri hydroxit (0,1967% khdi lrong), 6600 mg natri clorua (0,66% khéi luong), 282
mg magie clorua hexahydrat (0,0282% khéi lugng), 330 mg kali clorua (0,033% khéi
lugng), 450 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,0450% khdi luong) — chat
lam 6n dinh, 16500 mg meglumin natri sucxinat (1,65% khéi lugng), va nudc cat dé

tiém t6i 100% khdi luong. Do pH thue cia dung dich sau khi vo trang 1a 5,99.

Vi du 27. Bé tron 1000 it duoc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,201 kg axit 2-hydroxy-1,2,3-propantricarboxylic,
cac thanh phan nay dugc tron két hop cho t6i khi c4c thanh phan dugc hoa tan hoan
toan va cac mirc pH duogc thiét dat & gia tri ¢ dinh, va sau d6 dugc tao thanh thé tich
1000 lit bé’mg nude cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung c& 0,22
pm, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nat kin bang cac nut
chai. Sau d6, san phdm tién hanh vo tring bing nhiét 4m duéi ap suét & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dugc chtira 5280 mg axit sucxinic
(0,528% khdi lugng), 8725 mg meglumin (0,8725% khéi luong), 1788 mg natri
hydroxit (0,1788% khdi lrong), 6000 mg natri clorua (0,6% khoi lugng), 256 mg
magie clorua hexahydrat (0,0256% khéi lugng), 300 mg kali clorua (0,03% khoi
luong), 1201 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,1201% khéi luong) —
chét 1am 4n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cat

dé tiém t6i 100% khdi lugng. D6 pH thuc ctia dung dich sau khi vé trung 1a 5,50.

Vi du 28. Bé tron 1000 lit duge nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,026 kg axit butandioic, cac thanh phan nay dugc
tron két hop cho téi khi céc thanh phﬁn duoc hoa tan hoan toan va cac mirc pH dugc
thiét dat & gia tri c6 dinh, va sau d6 duoc tao thanh thé tich 1000 lit bing nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 pm, dong chai vao trong
céc chai thuy tinh thé tich 500 ml va nut kin bang cac nat chai. Sau d6, san pham tién
hanh vo trung bing nhiét 4m dudi ap suat & nhiét do 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chira 4752 mg axit sucxinic (0,4752% khéi lugng), 7853 mg
meglumin (0,7853% khéi lwong), 1609 mg natri hydroxit (0,1609% khéi lwong), 5400
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mg natri clorua (0,54% khéi lwong), 230 mg magie clorua hexahydrat (0,023% khéi
lugng), 270 mg kali clorua (0,027% khéi luong), 26 mg axit butandioic (0,0026% khéi
lwong) — chét 1am 6n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi luong), va
nuéc cat dé tiém toi 100% khéi lwong. PO pH thue ctia dung dich sau khi vo trung la

6,99.

Vi du 29. B& tron 1000 lit duge nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,115 kg axit butandioic, cac thanh phén nay dugc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc pH dugc
thiét dat & gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 um, dong chai vao trong
céc chai thity tinh thé tich 500 ml va nut kin bang cac nat chai. Sau do, san phim tién
hanh vé tring bing nhiét 4m dudi ap sudt & nhiét o 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chta 5280 mg axit sucxinic (0,528% khéi lugng), 8725 mg
meglumin (0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khéi luong), 6000
mg natri clorua (0,6% khéi lwogng), 256 mg magie clorua hexahydrat (0,0256% khéi
luong), 300 mg kali clorua (0,03% khéi lugng), 115 mg axit butandioic (0,0115% khoi
lwong) — chit 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong), va
nuée cht dé tiém t6i 100% khéi lwong. Do pH thue cuia dung dich sau khi vo trung 1a

6,49.

Vi du 30. B& tron 1000 lit duoc nap 900 lit nudce cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,392 kg axit butandioic, cac thanh phﬁn nay duoc
tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cac muc pH duoc
thiét dat & gia tri cé dinh, va sau d6 duoc tao thanh thé tich 1000 lit bing nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc v6 trung ¢& 0,22 pm, dong chai vao trong
cac chai thiy tinh thé tich 500 ml va nuat kin bang cac nut chai. Sau d6, san pham tién
hanh v6 trung bang nhiét 4m dudi ap suit & nhiét do 121+1°C trong 20 phit. Mot lit
dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khéi lugng), 9598 mg
meglumin (0,9598% khdi lwong), 1967 mg natri hydroxit (0,1967% khéi lugng), 6600
mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat (0,0282% khdi
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lurong), 330 mg kali clorua (0,033% khéi luong), 392 mg axit butandioic (0,0392%
khéi lwong) — chét 1am én dinh, 16500 mg meglumin natri sucxinat (1,65% khéi
lwong), va nude cét dé tiém t6i 100% khéi luong. Do pH thuc cia dung dich sau khi

vo trung 1a 5,99.

Vi du 31. B& tron 1000 lit duge nap 900 lit nudc cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,015 kg axit butandioic, cac thanh phﬁn nay duogc
tron két hop cho t6i khi cac thanh phan duogc hoa tan hoan toan va cac mirc pH duoc
thiét dit & gia tri cb dinh, va sau d6 duogc tao thanh thé tich 1000 lit bang nuée cat dé
tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 um, dong chai vao trong
céc chai thity tinh thé tich 500 ml va nut kin bing c4c nit chai. Sau d6, san phém tién
hanh vé tring bang nhiét 4m dudi 4p suat & nhiét do 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi lwong), 8725 mg
meglumin (0,8725% khdi lwong), 1788 mg natri hydroxit (0,1788% khéi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
luong), 300 mg kali clorua (0,03% khéi luong), 1015 mg axit butandioic (0,1015%
khdi luong) — chat 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi lugng),
va nuée cht dé tiém t6i 100% khoi luong. P pH thuc ciia dung dich sau khi vo trung

1a5,51.

Vi du 32. B& tron 1000 lit duge nap 900 lit nude cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,023 kg axit trans-butendioic, cac thanh phén nay
duoc tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cac mirc pH
duoc thiét dat o gia tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit bﬁng nudc
cAt dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao
trong céc chai thuy tinh thé tich 500 ml va nit kin bing cac nut chai. Sau do, sdn pham
tién hanh vo tring bing nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phit. Mot
lit dung dich thu dugc chtra 4752 mg axit sucxinic (0,4752% khdi luong), 7853 mg
meglumin (0,7853% khéi luong), 1609 mg natri hydroxit (0,1609% khéi luong), 5400
mg natri clorua (0,54% khéi luong), 230 mg magie clorua hexahydrat (0,023% khéi
lugng), 270 mg kali clorua (0,027% khdi lwong), 23 mg axit trans-butendioic
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(0,0023% khdi lwong) — chat 1am 6n dinh, 13500 mg meglumin natri sucxinat (1,35%
khéi luong), va nudc cit dé tiém t6i 100% khdi lwong. Do pH thuc cia dung dich sau

khi vo trung 1a 7,01.

Vi du 33. Bé tron 1000 lit duge nap 900 lit nuGe cAt dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,108 kg axit trans-butendioic, cdc thanh phan nay
duoc tron két hop cho t6i khi cac thanh phén dugce hoa tan hoan toan va cac mirc pH
duoge thiét dat o gi tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit bang nudc
cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong chai vao
trong cac chai thuy tinh thé tich 500 ml va nut kin bang cac niit chai. Sau do, san phim
tién hanh v tring bing nhiét 4m dudi 4p suit & nhiét d6 121+1°C trong 20 phut. Mot
lit dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi lugng), 8725 mg
meglumin (0,8725% khéi lugng), 1788 mg natri hydroxit (0,1788% khi lugng), 6000
mg natri clorua (0,6% khéi lugng), 256 mg magie clorua hexahydrat (0,0256% khbi
luong), 300 mg kali clorua (0,03% khéi lugng), 108 mg axit trans-butendioic (0,018%
khéi lwong) — chét 1am én dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong),
va nuéc cat dé tiém t6i 100% khoi lugng. Do pH thuc cia dung dich sau khi vo trung

1a 6,50.

Vi du 34. B& tron 1000 lit duoc nap 900 lit nude cit dé tiem, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,363 kg axit trans-butendioic, cac thanh phén nay
duogc tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac muc pH
duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc
cit dé tiém. Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 pm, dong chai vao
trong céc chai thily tinh thé tich 500 ml va nut kin bang cic nut chai. Sau do, san pham
tién hanh vo tring bang nhiét 4m dudi ap suit & nhiét do 121+1°C trong 20 phit. Mot
lit dung dich thu dugc chia 5808 mg axit sucxinic (0,5808% khéi luong), 9598 mg
meglumin (0,9598% khéi lugng), 1967 mg natri hydroxit (0,1967% khéi luong), 6600
mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat (0,0282% khoi
lugng), 330 mg kali clorua (0,033% khéi luong), 363 mg axit trans-butendioic
(0,0363% khdi lugng) — chit 1am 6n dinh, 16500 mg meglumin natri sucxinat (1,65%
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khéi lugng), va nude cit dé tiém t6i 100% khdi luong. Do pH thuc cia dung dich sau

khi v tring 1a 5,99.

Vi du 35. B& tron 1000 lit duge nap 900 lit nudc cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,861 kg axit trans-butendioic, cac thanh phan nay
duoc tron két hop cho téi khi cac thanh phan dugc hoa tan hoan toan va cac mac pH
duoc thiét dat & gié tri ¢ dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nude
cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, déng chai vao
trong cac chai thity tinh thé tich 500 ml va ntt kin bang cac nut chai. Sau dé, san pham
tién hanh v tring bing nhiét 4m dudi 4p suit & nhiét do 121+1°C trong 20 phut. Mot
lit dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,8725% khéi lugng), 1788 mg natri hydroxit (0,1788% khéi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
lugng), 300 mg kali clorua (0,03% khéi luong), 861 mg axit trans-butendioic
(0,0861% khéi lwong) — chat 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5%
khdi lwong), va nude cat dé tiém t6i 100% khdi lwong. DO pH thue ctia dung dich sau

khi vo6 trung 1a 5,50.

Vi du 36. Bé tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,043 kg axit etylendiamintetraaxetic, cac thanh
phan nay dugc tron két hop cho t6i khi cac thanh phan duoc hoa tan hoan toan va céc
mirc pH duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cat dé tiém. Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 pm, dong
chai vao trong céc chai thuy tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do,
san phAm tién hanh v6 tring bing nhiét 4m dudi ap suat & nhiét do 121+1°C trong 20
phat. Mot lit dung dich thu dugc chtra 4752 mg axit sucxinic (0,4752% khéi lugng),
7853 mg meglumin (0,7853% khéi luong), 1609 mg natri hydroxit (0,1609% khéi
lugng), 5400 mg natri clorua (0,54% khéi lugng), 230 mg magie clorua hexahydrat
(0,023% khdi luwong), 270 mg kali clorua (0,027% khéi lugng), 43 mg axit
etylendiamintetraaxetic (0,0043% khdi lugng) — chit lam 6n dinh, 13500 mg
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meglumin natri sucxinat (1,35% khéi lugng), va nuéc cit dé tiém t6i 100% khoi

lwong. Do pH thuc cta dung dich sau khi vo trung la 6,99.

Vi du 37. B& tron 1000 lit duoc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,186 kg axit etylendiamintetraaxetic, cac thanh
phan nay dugc tron két hop cho t6i khi c4c thanh phan duge hoa tan hoan toan va céc
mirc pH dugoe thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nuGe cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung c& 0,22 um, dong
chai vao trong cac chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do,
san phim tién hanh v6 tring bing nhiét &m duéi 4p suat ¢ nhiét do 121+1°C trong 20
phat. Mt lit dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong),
8725 mg meglumin (0,8725% khéi lwong), 1788 mg natri hydroxit (0,1788% khéi
lwong), 6000 mg natri clorua (0,6% khéi luwong), 256 mg magie clorua hexahydrat
(0,0256% khdi luong), 300 mg kali clorua (0,03% khoi lugng), 186 mg axit
etylendiamintetraaxetic (0,0186% khdi lugng) — chat lam on dinh, 15000 mg
meglumin natri sucxinat (1,5% khéi lugng), va nude cAt dé tiém t6i 100% khéi lugng.

Do pH thuc ciia dung dich sau khi v6 trung 12 6,50.

Vi du 38. B& tron 1000 lit duge nap 900 lit nudc cat dé tiem, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,628 kg axit etylendiamintetraaxetic, cac thanh
phan nay dugc tron két hop cho t6i khi cic thanh phan dugc hoa tan hoan toan va céac
mirc pH duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cat dé tiem. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 um, dong
chai vao trong céc chai thay tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do,
san phAm tién hanh vo tring bing nhiét 4m dudi &p suat & nhiét o 121+1°C trong 20
phat. Mot lit dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khéi lugng),
9598 mg meglumin (0,9598% khéi lwong), 1967 mg natri hydroxit (0,1967% khéi
lugng), 6600 mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat
(0,0282% khdi lugng), 330 mg kali clorua (0,033% khéi luong), 628 mg axit
etylendiamintetraaxetic (0,0628% khéi lwong) — chit lam 6n dinh, 16500 mg
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meglumin natri sucxinat (1,65% khéi lwong), va nude cit dé tiém toi 100% khdi

lugng. Do pH thuc cua dung dich sau khi v trung 1a 6,01.

Vi du 39. B& tron 1000 lit dugc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,712 kg axit etylendiamintetraaxetic, cac thanh
phan nay duge tron két hop cho t6i khi c4c thanh phan dugc hoa tan hoan toan va céc
mirc pH duoc thiét dat & gié tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bing
nude cat dé tiém. Loc dung dich thu duge qua mang loc vo tring c& 0,22 pm, déng
chai vao trong céc chai thuy tinh thé tich 500 ml va nit kin bing cac nit chai. Sau do,
san phdm tién hanh vo tring bing nhiét 4m dudi 4p suat & nhiét do 121+1°C trong 20
phut. Mot lit dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong),
8725 mg meglumin (0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khéi
luong), 6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat
(0,0256% khdi lugng), 300 mg kali clorua (0,03% khéi luwong), 1712 mg axit
etylendiamintetraaxetic (0,1712% khdi lugng) — chit lam 6n dinh, 15000 mg
meglumin natri sucxinat (1,5% khéi luong), va nudce cit dé tiém t6i 100% khéi luong.

D6 pH thuc cua dung dich sau khi vo trung 1a 5,49.

Vi du 40. B& tron 1000 lit duge nap 900 lit nudc cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,029 kg axit 2,3-dihydroxybutandioic, cdc thanh
phin nay dugc tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va céac
mirc pH duoc thiét dat & gié tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nudc cat dé tiém. Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 pm, dong
chai vao trong cac chai thiy tinh thé tich 500 ml va nat kin bang cac nit chai. Sau do,
san pham tién hanh v trung bing nhiét 4m dudi 4p suit & nhiét do 121=1°C trong 20
phut. Mot lit dung dich thu duge chira 4752 mg axit sucxinic (0,4752% khéi lugng),
7853 mg meglumin (0,7853% khdi lwgng), 1609 mg natri hydroxit (0,1609% khoi
lugng), 5400 mg natri clorua (0,54% khéi luwong), 230 mg magie clorua hexahydrat
(0,023% khoi luong), 270 mg kali clorua (0,027% khoi lurong), 29 mg axit 2,3-
dihydroxybutandioic (0,0029% khdi lwong) — chat 1am 6n dinh, 13500 mg meglumin
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natri sucxinat (1,35% khéi lugng), va nudc cAt dé tiém t6i 100% khoi lugng. Do pH

thue ctia dung dich sau khi vo6 trung 1a 7,01.

Vi du 41. B& trdn 1000 lit dugc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,139 kg axit 2,3-dihydroxybutandioic, cac thanh
phan nay dugc tron két hop cho t6i khi cc thanh phén duoc hoa tan hoan toan va céac
mite pH duoo thiét dat & gia tri ¢d dinh, va sau do duge tao thanh thé tich 1000 lit bing
nude cat dé tiém. Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 um, dong
chai vao trong cac chai thay tinh thé tich 500 ml va nat kin bang cac nut chai. Sau do,
san phim tién hanh vo tring bing nhiét 4m duéi 4p suat ¢ nhiét do 121+1°C trong 20
phuat. Mot 1it dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong),
8725 mg meglumin (0,8725% khéi lugng), 1788 mg natri hydroxit (0,1788% khéi
lwgng), 6000 mg natri clorua (0,6% khéi lwong), 256 mg magie clorua hexahydrat
(0,0256% khéi luong), 300 mg kali clorua (0,03% khéi luong), 139 mg axit 2,3-
dihydroxybutandioic (0,0139% khéi lugng) — chit lam 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi lugng), va nude cAt dé tiém t6i 100% khi lvong. Do pH

thue cta dung dich sau khi v6 trung 1a 6,50.

Vi du 42. B& tron 1000 lit duoc nap 900 lit nuée cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,469 kg axit 2,3-dihydroxybutandioic, cac thanh
phan nay dugc tron két hop cho t6i khi cac thanh phan duogc hoa tan hoan toan va céac
mutc pH duoc thiét dat & gia tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit bang
nuGe cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong
chai vao trong cac chai thiy tinh thé tich 500 ml va nat kin bang cic nut chai. Sau do,
san phdm tién hanh vo tring bing nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20
phut. Mot lit dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khéi luong),
9598 mg meglumin (0,9598% khdi lugng), 1967 mg natri hydroxit (0,1967% khoi
lugng), 6600 mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat
(0,0282% khéi lugng), 330 mg kali clorua (0,033% khoi luong), 469 mg axit 2,3-
dihydroxybutandioic (0,0469% khdi lugng) — chét 1am on dinh, 16500 mg meglumin
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natri sucxinat (1,65% khéi luong), va nudce cAt dé tiem t6i 100% khéi lugng. Do pH

thuc ciia dung dich sau khi v trung 1a 5,99.

Vi du 43. B& tron 1000 lit dugc nap 900 lit nuéc cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,114 kg axit 2,3-dihydroxybutandioic, cac thanh
phan nay dugc tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac
mirc pH duge thiét dit & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nuée cat dé tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 um, déng
chai vao trong cac chai thuy tinh thé tich 500 ml va nat kin bing cac nut chai. Sau dé,
san pham tién hanh vo tring bang nhiét am dudi ap suit & nhiét do 121+1°C trong 20
phat. Mot lit dung dich thu dugce chira 5280 mg axit sucxinic (0,528% khéi luvong),
8725 mg meglumin (0,8725% khéi lwong), 1788 mg natri hydroxit (0,1788% khéi
lugng), 6000 mg natri clorua (0,6% khéi Iuong), 256 mg magie clorua hexahydrat
(0,0256% khéi luong), 300 mg kali clorua (0,03% khéi lugng), 1114 mg axit 2,3-
dihydroxybutandioic (0,1114% khéi lwgng) — chit 1am 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi lugng), va nu6e cat dé tiém toi 100% khéi lugng. DO pH

thuc ctia dung dich sau khi vo trung 1a 5,50.

Vi du 44. B& tron 1000 lit duge nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,035 kg axit 2-hydroxypropanoic, cac thanh phan
nay dugc tron két hgp cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc
pH duoc thiét dat & gid tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢d 0,22 pm, dong
chai vao trong céc chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do,
san pham tién hanh v tring bang nhiét am duéi 4p sudt & nhiét do 121£1°C trong 20
phat. Mot lit dung dich thu duge chira 4752 mg axit sucxinic (0,4752% khéi lugng),
7853 mg meglumin (0,7853% khéi lugng), 1609 mg natri hydroxit (0,1609% khéi
lugng), 5400 mg natri clorua (0,54% khéi lwong), 230 mg magie clorua hexahydrat
(0,023% khéi luong), 270 mg kali clorua (0,027% khéi luong), 35 mg axit 2-
hydroxypropanoic (0,0035% khdi lugng) — chat 1am 6n dinh, 13500 mg meglumin
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natri sucxinat (1,35% khdi luong), va nudc cét dé tiém t6i 100% khdi lugng. DO pH

thue cta dung dich sau khi vo trung 1a 7,01.

Vi du 45. B& tron 1000 lit duge nap 900 lit nuéc cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,167 kg axit 2-hydroxypropanoic, cac thanh phén
nay duoc trén két hop cho téi khi cac thanh phan duoc hoa tan hoan toan va cac muc
pH duoc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, déng
chai vao trong cac chai thiy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do,
san phAm tién hanh vo tring bang nhiét Am duéi ap suat & nhiét do 121=1°C trong 20
phut. Mot lit dung dich thu duge chira 5280 mg axit sucxinic (0,528% khéi lugng),
8725 mg meglumin (0,8725% khéi lwgng), 1788 mg natri hydroxit (0,1788% khéi
lugng), 6000 mg natri clorua (0,6% khéi lwong), 256 mg magie clorua hexahydrat
(0,0256% khéi lurong), 300 mg kali clorua (0,03% khéi luong), 167 mg axit 2-
hydroxypropanoic (0,0167% khdi lwong) — chat lam 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi luong), va nuée cat dé tiém t6i 100% khéi lugng. Do pH

thue ctia dung dich sau khi vo trung 1a 6,50.

Vi du 46. Bé tron 1000 lit duoc nap 900 lit nude cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,563 kg axit 2-hydroxypropanoic, cac thanh phﬁn
nay dugc tron két hop cho t6i khi c4c thanh phan duoc hoa tan hoan toan va cac mirc
pH duoc thiét dat & gia tri ¢d dinh, va sau d6 duge tao thanh thé tich 1000 lit bang
nude cit dé tiém. Loc dung dich thu dugc qua mang loc vo trung c& 0,22 pm, dong
chai vao trong cac chai thuy tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do,
san phim tién hanh vé tring bang nhiét 4m dudi 4p suat & nhiét do 121+1°C trong 20
phut. Mot lit dung dich thu duge chira 5808 mg axit sucxinic (0,5808% khéi luong),
9598 mg meglumin (0,9598% khéi lugng), 1967 mg natri hydroxit (0,1967% khoi
lwrong), 6600 mg natri clorua (0,66% khéi lugng), 282 mg magie clorua hexahydrat
(0,0282% khéi luong), 330 mg kali clorua (0,033% khéi luong), 563 mg axit 2-
hydroxypropanoic (0,0563% khdi lugng) — chat lam 6n dinh, 16500 mg meglumin

-30-



38021

natri sucxinat (1,65% khéi luong), va nudce cAt dé tiem t6i 100% khéi lugng. PO pH

thue ctia dung dich sau khi vo trung 1a 5,99.

Vi du 47. Bé tron 1000 lit dugc nap 900 lit nuéce cAt dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,337 kg axit 2-hydroxypropanoic, cac thanh phén
nay dugc tron két hgp cho t6i khi cac thanh phan duge hoa tan hoan toan va cac muc
pH duoc thiét dit & gid tri ¢ dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang
nude cit dé tiém. Loc dung dich thu dugc qua mang loc v6 trung ¢& 0,22 pm, dong
chai vao trong cac chai thuy tinh thé tich 500 ml va nat kin bing cac nut chai. Sau do,
san pham tién hanh v6 tring bing nhiét 4m dudi &p sudt & nhiét do 121+1°C trong 20
phut. Mot lit dung dich thu dugce chira 5280 mg axit sucxinic (0,528% khéi luong),
8725 mg meglumin (0,8725% khéi luong), 1788 mg natri hydroxit (0,1788% khbi
lwrong), 6000 mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat
(0,0256% khéi lwong), 300 mg kali clorua (0,03% khéi lugng), 1,337 mg axit 2-
hydroxypropanoic (0,1337% khéi lwong) — chit lam 6n dinh, 15000 mg meglumin
natri sucxinat (1,5% khéi lugng), va nuée cat dé tiém toi 100% khéi lugng. DO pH

thue cta dung dich sau khi v6 trung 1a 5,50.

Vi du 48. Bé tron 1000 lit duge nap 900 lit nudc cAt dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, cac thanh phan nay dugc tron két hop cho t6i khi cac
thanh phan ciia n6 dugc hoa tan hoan toan va dugc suc bang cacbon dioxit cho t6i khi
cac muc pH duoc thiét dat & gia tri ¢ dinh tai gia tri xdc dinh, va sau d6 dugc tao
thanh thé tich 1000 lit bing nudc cit dé tiém. Loc dung dich thu dugc qua mang loc vo
trung ¢& 0,22 um, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nut kin
bang cac nut chai. Sau d6, san pham tién hanh vo tring bing nhiét 4m dudi ap suat &
nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 4752 mg axit
sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khdi lugng), 1609 mg
natri hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khdi lugng), 230
mg magie clorua hexahydrat (0,023% khéi luong), 270 mg kali clorua (0,027% khoi
lugng), 21 mg axit cacbonic (0,0021% khdi lwgng) — chat lam 6n dinh, 13500 mg
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meglumin natri sucxinat (1,35% khéi luong), va nudc cat dé tiém toi 100% khoi

lwong. DO pH thyc cua dung dich sau khi vo trung 12 6,99.

Vi du 49. Bé tron 1000 lit duoc nap 900 lit nuée cat dé tiem, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, cac thanh phin nay dugc trdn két hop cho t6i khi céc
thanh phan dwoc hoa tan hoan toan va dugc suc bang cacbon dioxit cho t&i khi cac
muc pH dugce thiét dat ¢ gia tri ¢ dinh tai gia tri xac dinh, va sau d6 dugc tao thanh
thé tich 1000 lit bing nudc cit dé tiém. Loc dung dich thu dugc qua mang loc vo tring
¢& 0,22 um, dong chai vao trong céc chai thity tinh thé tich 500 ml va nit kin bang cac
nut chai. Sau do, san phém tién hanh vé6 trung béng nhiét Am duéi ap suét & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dwgc chira 5280 mg axit sucxinic
(0,528% khdi lugng), 8725 mg meglumin (0,8725% khéi luong), 1788 mg natri
hydroxit (0,1788% khdi lwgng), 6000 mg natri clorua (0,6% khoi lwgng), 256 mg
magie clorua hexahydrat (0,0256% khéi lwong), 300 mg kali clorua (0,03% khéi
luong), 112 mg axit cacbonic (0,0112% khdi lwgng) — chét lam on dinh, 15000 mg
meglumin natri sucxinat (1,5% khéi lwrong), va nuée cat dé tiém t6i 100% khdi lugng.

Do pH thuc cua dung dich sau khi vo trung 1a 6,51.

Vi du 50. B& tron 1000 lit dugc nap 900 lit nudce cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, cdc thanh phén nay dugc tron két hop cho t6i khi céac
thanh phﬁn duoc hoa tan hoan toan va dugc suc béng cacbon dioxit cho téi khi cac
muc pH dugc thiét dit & gid tri ¢d dinh tai gia tri x4c dinh, va sau d6 dugc tao thanh
thé tich 1000 lit bing nudc cit dé tiém. Loc dung dich thu dugc qua mang loc vo tring
cd 0,22 um, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nit kin bang céc
nut chai. Sau d6, san phdm tién hanh vo tring bing nhiét 4m dudi 4p suit & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dugc chua 5808 mg axit sucxinic
(0,5808% khdi luong), 9598 mg meglumin (0,9598% khéi luong), 1967 mg natri
hydroxit (0,1967% khéi lwong), 6600 mg natri clorua (0,66% khéi lugng), 282 mg
magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali clorua (0,033% khéi
luong), 619 mg axit cacbonic (0,0619% khéi lugng) — chét 1am 6n dinh, 16500 mg
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meglumin natri sucxinat (1,65% khdi luong), va nuéc cit dé tiém t6i 100% khéi

lwong. D6 pH thyc cua dung dich sau khi vo trung 1a 5,99.

Vi du 51. B& tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, cac thanh phan nay duoc tron két hop cho t6i khi cac
thanh phin dugc hoa tan hoan toan va dugc suc bang cacbon dioxit cho t&i khi cac
mtre pH dugc thiét dat & gia tri ¢d dinh tai gia tri xéc dinh, va sau d6 dugc tao thanh
thé tich 1000 lit bang nudc cAt dé tiém. Loc dung dich thu dugc qua mang loc vo tring
¢d 0,22 um, dong chai vao trong céc chai thuy tinh thé tich 500 ml va nat kin bang cac
nit chai. Sau d6, san phim tién hanh vé tring bang nhiét 4m duoi 4p suat & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dugc chtra 5280 mg axit sucxinic
(0,528% khéi luong), 8725 mg meglumin (0,8725% khdi lwong), 1788 mg natri
hydroxit (0,1788% khdi lwgng), 6000 mg natri clorua (0,6% khdi lugng), 256 mg
magie clorua hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khéi
lugng), 1650 mg axit cacbonic (0,1650% khéi lugng) — chat lam 6n dinh, 15000 mg
meglumin natri sucxinat (1,5% khéi lugng), va nude cat dé tiém t61 100% khdi lugng.

Do pH thyuc cua dung dich sau khi vo trung 1a 5,69.

Vi du 52. Bé tron 1000 lit duoc nap 900 lit nude cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5.4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,014 kg axit clohydric, cac thanh phﬁn nay duogc
tron két hop cho t6i khi cac thanh phan duge hoa tan hoan toan va cac mic pH duoc
thiét dat & gia tri c6 dinh, va sau d6 dugc tao thanh thé tich 1000 lit bing nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc v6 tring ¢& 0,22 pm, dong chai vao trong
céc chai thity tinh thé tich 500 ml va nat kin bang cac nut chai. Sau do, sén pham tién
hanh v trung bang nhiét 4m dudi ap sudt & nhiét ¢ 121+1°C trong 20 phit. Mot lit
dung dich thu dugc chta 4752 mg axit sucxinic (0,4752% khéi luogng), 7853 mg
meglumin (0,7853% khdi lrong), 1609 mg natri hydroxit (0,1609% khéi lugng), 5400
mg natri clorua (0,54% khéi lwong), 230 mg magie clorua hexahydrat (0,023% khéi
lugng), 270 mg kali clorua (0,027% khéi luong), 14 mg axit clohydric (0,0014% khéi

lwong) — chét lam 4n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi lugng), va
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nuée cat dé tiém toi 100% khéi lwong. Do pH thue cia dung dich sau khi vo tring 13

7,01.

Vi du 53. Bé tron 1000 lit dwoc nap 900 lit nu6c cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,068 kg axit clohydric, cac thanh phén nay duoc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc pH dugc
thiét dat & gia tri cé dinh, va sau d6 dugc tao thanh thé tich 1000 lit bing nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 um, dong chai vao trong
céc chai thiy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau do, san phim tién
hanh vé tring bing nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chtra 5280 mg axit sucxinic (0,528% khéi lugng), 8725 mg
meglumin (0,8725% khéi lwong), 1788 mg natri hydroxit (0,1788% khi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khoi
lugng), 300 mg kali clorua (0,03% khéi lugng), 68 mg axit clohydric (0,0068% khéi
lugng) — chit 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong), va
nuée cat dé tiém t6i 100% khdi lugng. Do pH thuc cua dung dich sau khi vo trung la

6,50.

Vi du 54. Bé tron 1000 lit duoc nap 900 lit nudce cat dé tiem, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,228 kg axit clohydric, cac thanh ph?m nay dugc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac muc pH duoc
thiét dat ¢ gia tri ¢ dinh, va sau dé duoc tao thanh thé tich 1000 lit bing nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pm, dong chai vao trong
céc chai thuy tinh thé tich 500 ml va nut kin bang cac nut chai. Sau d6, san pham tién
hanh v6 tring bang nhiét 4m dudi ap suit & nhiét do 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chtra 5808 mg axit sucxinic (0,5808% khéi luong), 9598 mg
meglumin (0,9598% khdi luong), 1967 mg natri hydroxit (0,1967% khéi lugng), 6600
mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat (0,0282% khéi
lwong), 330 mg kali clorua (0,033% khdi lwong), 228 mg axit clohydric (0,0228% khoi

lwong) — chét 1am 6n dinh, 16500 mg meglumin natri sucxinat (1,65% khéi luong), va
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nuée cAt dé tiém toi 100% khoi luong. DO pH thuc cua dung dich sau khi vo6 trung la

5,99.

Vi du 55. Bé tron 1000 lit duoc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,541 kg axit clohydric, cac thanh phan nay dugc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc pH duge
thiét dat & gia tri ¢ dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung c& 0,22 um, dong chai vao trong
che chai thiy tinh thé tich 500 ml va nut kin bing cac nut chai. Sau d6, san pham tién
hanh vo tring bang nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phit. Mot lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khdi legng), 8725 mg
meglumin (0,8725% khéi lugng), 1788 mg natri hydroxit (0,1788% khoi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
lurong), 300 mg kali clorua (0,03% khéi luong), 541 mg axit clohydric (0,0541% khéi
lwong) — chét 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong), va
nuéec cit dé tiém téi 100% khéi lwong. Do pH thuc cta dung dich sau khi vo tring 1a

5,50.

Vi du 56. B& tron 1000 lit duoc nap 900 lit nude cat dé tiem, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,024 kg axit phosphoric, cic thanh phan nay duoc
tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cac mirc pH duoc
thiét dit ¢ gia tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit béng nuGe cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung ¢& 0,22 pum, dong chai vao trong
céc chai thuy tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do, san pham tién
hanh v6 tring bing nhiét 4m dudi ap suat & nhiét d 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chtra 4752 mg axit sucxinic (0,4752% khdi lugng), 7853 mg
meglumin (0,7853% khéi lurgng), 1609 mg natri hydroxit (0,1609% khéi lugng), 5400
mg natri clorua (0,54% khéi luogng), 230 mg magie clorua hexahydrat (0,023% khéi
luong), 270 mg kali clorua (0,027% khéi luong), 24 mg axit phosphoric (0,0024%
khéi lugng) — chat lam 6n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi
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lugng), va nudc cAt dd tiem t6i 100% khoi lugng. D pH thuc cua dung dich sau khi

vo trung 1a 7,01.

Vi du 57. Bé tron 1000 lit duoc nap 900 lit nude cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,134 kg axit phosphoric, cdc thanh phan nay dugc
tron két hop cho t6i khi cac thanh phén duogc hoa tan hoan toan va cac muc pH duge
thiét dit & gid tri c6 dinh, va sau dé dugc tao thanh thé tich 1000 lit bang nuéc cit dé
tiém. Loc dung dich thu dugc qua mang loc v6 tring ¢& 0,22 pm, dong chai vao trong
céc chai thay tinh thé tich 500 ml va nat kin bang cac nit chai. Sau do, san pham tién
hanh v tring bang nhiét 4m dudi ap sudt & nhiét do 121+1°C trong 20 phut. Mt lit
dung dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg
meglumin (0,8725% khéi lwgng), 1788 mg natri hydroxit (0,1788% khdi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khoi
lwong), 300 mg kali clorua (0,03% khéi luong), 134 mg axit phosphoric (0,0134%
khéi lwong) — chét lam 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khoi luong),
va nuéc cat dé tiem t6i 100% khdi lugng. Do pH thuc cia dung dich sau khi vo trung

1a 6,50.

Vi du 58. Bé tron 1000 lit duoc nap 900 lit nude cit dé tiem, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,517 kg axit phosphoric, cac thanh phan nay
duge tron két hop cho t6i khi cac thanh phan dugc hoa tan hoan toan va cic mirc pH
duge thiét dat & gia tri cb dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nudc
cit dé tiém. Loc dung dich thu dugc qua mang loc vo tring ¢& 0,22 um, dong chai vao
trong céac chai thuy tinh thé tich 500 ml va nat kin bang cic nut chai. Sau do, san phim
tién hanh vo trung bang nhiét 4m duéi 4p suit & nhiét do 121+1°C trong 20 phit. Mot
lit dung dich thu dugc chita 5808 mg axit sucxinic (0,5808% khéi luong), 9598 mg
meglumin (0,9598% khéi lugng), 1967 mg natri hydroxit (0,1967% khoi lugng), 6600
mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat (0,0282% khi
lugng), 330 mg kali clorua (0,033% khéi lugng), 517 mg axit phosphoric (0,0517%
khéi luong) — chat lam én dinh, 16500 mg meglumin natri sucxinat (1,65% khdi

-45-



38021

luong), va nudc cAt dé tiem t6i 100% khdi lugng. Do pH thuc cta dung dich sau khi

vo trung 1a 6,00.

Vi du 59. B& tron 1000 lit duge nap 900 lit nuéce cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 1,378 kg axit phosphoric, cac thanh phan nay dugc
tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cic mic pH dugc
thiét dit & gia tri ¢6 dinh, va sau d6 duoc tao thanh thé tich 1000 lit bang nudc cat dé
tiém. Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 um, dong chai vao trong
céic chai thity tinh thé tich 500 ml va nut kin bang céc nut chai. Sau do, san pham tién
hanh v6 tring bang nhiét 4m du6i ap sudt & nhiét do 121+1°C trong 20 phut. Mot lit
dung dich thu dugc chtra 5280 mg axit sucxinic (0,528% khéi luwong), 8725 mg
meglumin (0,8725% khéi Iugng), 1788 mg natri hydroxit (0,1788% khoi lugng), 6000
mg natri clorua (0,6% khéi luong), 256 mg magie clorua hexahydrat (0,0256% khéi
lugng), 300 mg kali clorua (0,03% khéi lugng), 1378 mg axit phosphoric (0,1378%
khéi lugng) — chat 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi luong),
va nudc cat dé tiem t6i 100% khoi luong. Do pH thue cia dung dich sau khi v trung

1a 5,50.

Vi du 60. B& tron 1000 lit duoc nap 900 lit nuéc cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, va 0,019 kg axit sulfuric, cac thanh phén nay dugc
tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cac mic pH duoc
thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nude cat dé
tiém. Loc dung dich thu dugc qua mang loc vo trung c& 0,22 pm, dong chai vao trong
céc chai thay tinh thé tich 500 ml va nut kin bang cac nit chai. Sau do, san pham tién
hanh v6 tring bang nhiét 4m dudi p sudt & nhiét o 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chira 4752 mg axit sucxinic (0,4752% khéi lugng), 7853 mg
meglumin (0,7853% khdi lugng), 1609 mg natri hydroxit (0,1609% khdi lwgng), 5400
mg natri clorua (0,54% khéi luong), 230 mg magie clorua hexahydrat (0,023% khéi
lugng), 270 mg kali clorua (0,027% khdi lugng), 19 mg axit sulfuric (0,0019% khdi

lwong) — chét 1am 4n dinh, 13500 mg meglumin natri sucxinat (1,35% khéi lugng), va
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nuée cat @ tiém téi 100% khéi lwong. PO pH thuc cia dung dich sau khi vo trung 12

7,01.

Vi du 61. Bé tron 1000 lit dwoc nap 900 lit nu6e cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,091 kg axit sulfuric, cac thanh ph?m nay dugc tron
két hop cho t6i khi cdc thanh phan dugc hoa tan hoan toan va cac muc pH dugc thiét
dit & gid tri ¢6 dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nude cat dé tiém.
Loc dung dich thu dugc qua mang loc vo trung ¢ 0,22 um, déng chai vao trong cac
chai thuy tinh thé tich 500 ml va nut kin bang céc nut chai. Sau d6, san pham tién hanh
v6 tring bang nhiét 4m dudi ap sudt & nhiét o 121+1°C trong 20 phut. Mot lit dung
dich thu duoc chira 5280 mg axit sucxinic (0,528% khdi lugng), 8725 mg meglumin
(0,8725% khéi lugng), 1788 mg natri hydroxit (0,1788% khéi lurong), 6000 mg natri
clorua (0,6% khéi lugng), 256 mg magie clorua hexahydrat (0,0256% khéi luong),
300 mg kali clorua (0,03% khéi lwong), 91 mg axit sulfuric (0,0091% khoi luong) —
chit 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khoi lugng), va nudce cAt

dé tiém t6i 100% khoi luong. Do pH thuc ciia dung dich sau khi vo trung 1a 6,50.

Vi du 62. B& tron 1000 lit duoc nap 900 lit nude cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, va 0,307 kg axit sulfuric, cac thanh phﬁn nay duogc
tron két hop cho t6i khi cac thanh phéan dugc hoa tan hoan toan va cac mic pH duoc
thiét dit & gid tri ¢b dinh, va sau d6 dugc tao thanh thé tich 1000 lit bang nuéc cat dé
tiém. Loc dung dich thu dugc qua mang loc v6 trung ¢& 0,22 pum, dong chai vao trong
céc chai thay tinh thé tich 500 ml va nut kin bing cac nit chai. Sau do, san pham tién
hanh v6 tring bang nhiét 4m dudi 4p suit & nhiét do 121+1°C trong 20 phat. Mot lit
dung dich thu dugc chira 5808 mg axit sucxinic (0,5808% khéi lugng), 9598 mg
meglumin (0,9598% khéi Iugng), 1967 mg natri hydroxit (0,1967% khdi lugng), 6600
mg natri clorua (0,66% khéi luong), 282 mg magie clorua hexahydrat (0,0282% khéi
lugng), 330 mg kali clorua (0,033% khéi luong), 307 mg axit sulfuric (0,037% khéi
lugng) — chit 1am 6n dinh, 16500 mg meglumin natri sucxinat (1,65% khéi luong), va
nude cit dé tiém toi 100% khéi lugng. P pH thuc cua dung dich sau khi v trung 1a

5,99.
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Vi du 63. Bé tron 1000 lit duoce nap 900 lit nude cat dé tiem, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, va 0,728 kg axit sulfuric, cac thanh ph?m nay duogc tron
két hop cho t6i khi céc thanh phén dugc hoa tan hoan toan va cac muc pH duge thiét
dat & gia tri ¢ dinh, va sau d6 duoc tao thanh thé tich 1000 lit bang nudc cit dé tiém.
Loc dung dich thu dugc qua mang loc v trung ¢& 0,22 pm, dong chai vao trong cac
chai thily tinh thé tich 500 ml va nut kin bing céc nut chai. Sau d6, san phim tién hanh
v6 triung bing nhiét 4m dudi ap suit & nhiét do 121+1°C trong 20 phut. Mot lit dung
dich thu dugc chira 5280 mg axit sucxinic (0,528% khéi luong), 8725 mg meglumin
(0,8725% khdi hrong), 1788 mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri
clorua (0,6% khdi lwong), 256 mg magie clorua hexahydrat (0,0256% khoi luong),
300 mg kali clorua (0,03% khéi lwgng), 728 mg axit sulfuric (0,0728% khoi lugng) —
chit 1am 6n dinh, 15000 mg meglumin natri sucxinat (1,5% khéi lwgng), va nudc cét

d8 tiém t6i 100% khdi luong. Do pH thuc ctia dung dich sau khi vo trung 1a 5,49.

Vi du 64. B& tron 1000 lit duoc nap 900 lit nude cit dé tiem, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5.4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,134 kg axit etanoic, va 0,298 kg axit 2-
hydroxybutandioic, céc thanh phin nay dugc tron két hop cho t6i khi céc thanh phan
dugc hoa tan hoan toan va cac muc pH dugc thiét dat o gia tri ¢b dinh, va sau dé duoc
tao thanh thé tich 1000 lit bing nudc cit dé tiém. Loc dung dich thu dugc qua mang
loc vo trung ¢& 0,22 um, dong chai vao trong céc chai thiy tinh thé tich 500 ml va nut
kin bang cac nut chai. Sau do, san phéim tién hanh vo tring bang nhiét 4m dudi ap suét
& nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chtra 4752 mg axit
sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khdi lugng), 1609 mg
natri hydroxit (0,1609% khdi Iwrgng), 5400 mg natri clorua (0,54% khéi luong), 230
mg magie clorua hexahydrat (0,023% khéi lugng), 270 mg kali clorua (0,027% khéi
lugng), hdn hop cta 134 mg axit etanoic (0,0134% khéi luong) va 298 mg axit 2-
hydroxybutandioic (0,0298% khéi lugng) — cac chét lam 6n dinh (0,0432% khoi luong
tong cong), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudce cht dé tiém

t6i 100% khdi luong. D6 pH thuc cua dung dich sau khi v6 trung 12 5,90.
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Vi du 65. B& tron 1000 lit duoc nap 900 lit nude cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,007 kg axit etanoic, va 0,022 kg axit 2-hydroxy-1,2,3-
propantricarboxylic, cac thanh phan nay duoc tron két hop cho t6i khi cac thanh phéan
duoc hoa tan hoan toan va cac muc pH dugce thiét dat ¢ gia tri ¢d dinh, va sau dé duoc
tao thanh thé tich 1000 lit bing nuéc cit dé tiém. Loc dung dich thu dugc qua mang
loc vo triung ¢& 0,22 pm, dong chai vao trong cic chai thuy tinh thé tich 500 ml va nut
kin bang cac nut chai. Sau do, san phém tién hanh v6 tring bang nhiét 4m dudi 4p suét
& nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chtra 5280 mg axit
sucxinic (0,528% khéi luong), 8725 mg meglumin (0,8725% khdi luong), 1788 mg
natri hydroxit (0,1788% khéi lugng), 6000 mg natri clorua (0,6% khéi lugng), 256 mg
magie clorua hexahydrat (0,0256% khéi lugng), 300 mg kali clorua (0,03% khoi
luong), hdn hop cta 7 mg axit etanoic (0,0007% khéi lwong) va 22 mg axit 2-hydroxy-
1,2,3-propantricarboxylic (0,0022% khdi lugng) — céc chét 1am n dinh (0,0029% khoi
lwong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuéc cét

dé tiem t6i 100% khoi luong. PO pH thuc cta dung dich sau khi vo trung 12 7,00.

Vi du 66. Bé tron 1000 lit duge nap 900 lit nuée cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,104 kg axit etanoic, va 0,205 kg axit butandioic,
c4c thanh phan nay dugc tron két hop cho téi khi céc thanh phan dugc hoa tan hoan
toan va cic mirc pH duoc thiét dat & gié tri ¢b dinh, va sau d6 duge tao thanh thé tich
1000 lit bang nude cit dé tiém. Loc dung dich thu duoc qua mang loc vo trung ¢ 0,22
pum, dong chai vao trong cic chai thiy tinh thé tich 500 ml va nut kin biang cic nit
chai. Sau do, san phdm tién hanh vo tring bing nhiét dm dudi dp suét & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 5808 mg axit sucxinic
(0,5808% khéi lugng), 9598 mg meglumin (0,9598% khoi lugng), 1967 mg natri
hydroxit (0,1967% khéi lugng), 6600 mg natri clorua (0,66% khoi lugng), 282 mg
magie clorua hexahydrat (0,0282% khdi lugng), 330 mg kali clorua (0,033% khoi
lwong), hdn hop cua 104 mg axit etanoic (0,014% khéi lugng) va 205 mg axit
butandioic (0,0205% khdi luong) — cac chit lam én dinh (0,039% khdi luong tong
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cong), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudce cit dé tiém toi

100% khdi luong. D6 pH thuc cia dung dich sau khi vo trung la 6,09.

Vi du 67. Bé tron 1000 lit duoc nap 900 lit nude cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,284 kg axit etanoic, va 0,549 kg axit trans-
butendioic, cac thanh phan nay dugc tron két hop cho t6i khi cac thanh phén dugc hoa
tan hoan toan va cac mtc pH dugc thiét dat & gia tri ¢b dinh, va sau d6 dugc tao thanh
thé tich 1000 lit bing nuée cat dé tiém. Loc dung dich thu dugc qua mang loc vo trung
¢& 0,22 um, dong chai vao trong céc chai thiy tinh thé tich 500 ml va nut kin bang cac
nit chai. Sau do, san phim tién hanh vo tring bing nhiét &m dudi dp sudt & nhiét do
121+1°C trong 20 phit. Mot lit dung dich thu dugc chira 4752 mg axit sucxinic
(0,4752% khéi luong), 7853 mg meglumin (0,7853% khéi luong), 1609 mg natri
hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khoi lurgng), 230 mg
magie clorua hexahydrat (0,023% khéi lugng), 270 mg kali clorua (0,027% khoi
luong), hon hop cua 284 mg axit etanoic (0,0284% khéi lwong) va 549 mg axit trans-
butendioic (0,0549% khéi luong) — céc chét lam én dinh (0,0833% khéi luong tong
cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nude cht dé tiém toi

100% khdi lwong. D6 pH thuc ctia dung dich sau khi vo tring 1a 5,50.

Vi du 68. B& tron 1000 lit duge nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,073 kg axit etanoic, va 0,356 kg axit
etylendiamintetraaxetic, cac thanh phan nay duoc tron két hop cho t6i khi cac thanh
phﬁn duogc hoa tan hoan toan va cac muc pH dugc thiét dat & gi tri ¢ dinh, va sau dé
dwoc tao thanh thé tich 1000 lit bing nudc cAt dé tiém. Loc dung dich thu dugc qua
mang loc vé trung ¢& 0,22 pm, dong chai vao trong céac chai thuy tinh thé tich 500 ml
va nut kin bang cac nit chai. Sau do, san pham tién hanh vo trung bang nhiét am dudi
ap suét & nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 5280 mg
axit sucxinic (0,528% khéi luong), 8725 mg meglumin (0,8725% khéi lugng), 1788
mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri clorua (0,6% khéi lugng), 256
mg magie clorua hexahydrat (0,0256% khéi lugng), 300 mg kali clorua (0,03% khéi
lwong), hdn hop cia 73 mg axit etanoic (0,0073% khéi luong) va 356 mg axit
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etylendiamintetraaxetic (0,0356% khéi lwgng) — cac chat lam 6n dinh (0,0429% khoi
luong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuée cht

dé tiem t6i 100% khdi lugng. D6 pH thuc ctia dung dich sau khi vo trung 12 6,10.

Vi du 69. Bé tron 1000 lit duoc nap 900 lit nude cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,014 kg axit etanoic, va 0,034 kg axit 2,3-
dihydroxybutandioic, c4c thanh phin nay dugc tron két hop cho t6i khi cac thanh phan
dugc hoa tan hoan toan va cac mirc pH dugc thiét dat o gia tri ¢b dinh, va sau d6 duoc
tao thanh thé tich 1000 lit bang nudce cAt dé tiém. Loc dung dich thu dugc qua mang
loc vO trung ¢& 0,22 um, dong chai vao trong cic chai thuy tinh thé tich 500 ml va nut
kin bang céc niit chai. Sau do, san pham tién hanh v6 tring béng nhiét 4m dudi ap suat
& nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu duge chira 5,808 mg axit
sucxinic (0,5808% khéi lugng), 9598 mg meglumin (0,9598% khéi lugng), 1967 mg
natri hydroxit (0,1967% khéi lwong), 6600 mg natri clorua (0,66% khdi lugng), 282
mg magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali clorua (0,033% khéi
luong), hoén hop cua 14 mg axit etanoic (0,0014% khéi luong) va 34 mg axit 2,3-
dihydroxybutandioic (0,0034% khéi luong) — cac chit lam dn dinh (0,0048% khoi
lwong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuéc ct

8 tiem t6i 100% khdi lugng. Do pH thuc cia dung dich sau khi v tring 14 6,90.

Vi du 70. B& tron 1000 lit dwogc nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,032 kg axit etanoic, va 0,048 kg axit 2-
hydroxypropanoic, cac thanh phan nay duoc tron két hop cho t6i khi céc thanh phan
duoc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri ¢d dinh, va sau d6 duoc
tao thanh thé tich 1000 lit bing nudc cat dé tiém. Loc dung dich thu dugc qua mang
loc vo trung ¢& 0,22 um, dong chai vao trong céc chai thuy tinh thé tich 500 ml va nut
kin bang céc nut chai. Sau do, san phim tién hanh vo trung bang nhiét 4m duéi &p suét
& nhiét d6 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 4752 mg axit
sucxinic (0,4752% khéi lugng), 7853 mg meglumin (0,7853% khéi lwong), 1609 mg
natri hydroxit (0,1609% khéi lugng), 5400 mg natri clorua (0,54% khoi luong), 230
mg magie clorua hexahydrat (0,023% khdi lugng), 270 mg kali clorua (0,027% khéi
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lwgng), hon hop cta 32 mg axit etanoic (0,0032% khéi lugng) va 48 mg axit 2-
hydroxypropanoic (0,0048% khéi lugng) — cc chit 1am 6n dinh (0,008% khoi lugng
tbng cong), 15000 mg meglumin natri sucxinat (1,5% khéi lwong), va nuéc cAt dé tiém

161 100% khéi lugng. P pH thuc cua dung dich sau khi vo trung la 6,70.

Vi du 71. Bé tron 1000 lit dugc nap 900 lit nuée cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,012 kg axit 2-hydroxybutandioic, va 0,017 kg axit 2-
hydroxy-1,2,3-propantricarboxylic, cac thanh phan nay dugc tron két hop cho t6i khi
cac thanh phﬁn duoc hoa tan hoan toan va cac muc pH dugce thiét dat o gia tri ¢ dinh,
va sau do duoc tao thanh thé tich 1000 lit béng nuéc cat dé tiém. Loc dung dich thu
dwoc qua mang loc vo trung ¢& 0,22 pm, déng chai vao trong cac chai thay tinh thé
tich 500 ml va ndt kin bang cac nit chai. Sau do, san phdm tién hanh v6 trung bang
nhiét Am dué6i ap sudt & nhiét do 121+1°C trong 20 phit. Mot lit dung dich thu duge
chira 5280 mg axit sucxinic (0,528% khdi lugng), 8725 mg meglumin (0,8725% khoi
lwong), 1788 mg natri hydroxit (0,1788% khoi lugng), 6000 mg natri clorua (0,6%
khéi lwong), 256 mg magie clorua hexahydrat (0,0256% khdi luong), 300 mg kali
clorua (0,03% khdi lugng), hdn hop cia 12 mg axit 2-hydroxybutandioic (0,0012%
khéi lugng) va 17 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,0017% khéi lugng)
— céc chét 1am dn dinh (0,0029% khdi lugng tong cong), 15000 mg meglumin natri
sucxinat (1,5% khdi luong), va nudce cAt @é tiem t6i 100% khéi luong. Do pH thuc cua

dung dich sau khi v trung 1a 7,00.

Vi du 72. B& tron 1000 lit dugc nap 900 lit nude cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,601 kg axit 2-hydroxybutandioic, va 0,529 kg axit
butandioic, cic thanh phan nay dugc tron két hop cho t6i khi cac thanh phan dugc hoa
tan hoan toan va cac muc pH duoc thiét dat o gia tri c¢b dinh, va sau d6 duoc tao thanh
thé tich 1000 lit bang nudc cAt dé tiém. Loc dung dich thu duoc qua mang loc vo trung
¢d 0,22 um, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nat kin bang cic
nit chai. Sau d6, san phim tién hanh vo trung bing nhiét am dusi 4p suat & nhigt do
121£1°C trong 20 phut. Mot lit dung dich thu dugc chira 5808 mg axit sucxinic
(0,5808% khéi luong), 9598 mg meglumin (0,9598% khoi lugng), 1967 mg natri
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hydroxit (0,1967% khéi lugng), 6600 mg natri clorua (0,66% khoi lrong), 282 mg
magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali clorua (0,033% khoi
lugng), hdn hop ciia 601 mg axit 2-hydroxybutandioic (0,0601% khéi luong) va 529
mg axit butandioic (0,0529% khdi lwong) — cac chét lam n dinh (0,113% khoi lugng
tbng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cat dé tiém

161 100% khéi lwong. Po pH thuc clia dung dich sau khi v trung 1a 5,50.

Vi du 73. B& tron 1000 lit duoc nap 900 lit nudc cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,027 kg axit 2-hydroxybutandioic, va 0,024 kg axit
trans-butendioic, cac thanh phan ndy dugc tron két hop cho t6i khi céc thanh phan
dugc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri c¢b dinh, va sau dé duoc
tao thanh thé tich 1000 lit bing nuéce cAt dé tiém. Loc dung dich thu dugc qua mang
loc vo tring ¢ 0,22 um, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nut
kin bing cc niit chai. Sau do, san phim tién hanh vo tring bang nhiét 4m dudi 4p suit
& nhiét d6 121+1°C trong 20 phut. Mot it dung dich thu dugc chira 4752 mg axit
sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khéi luong), 1609 mg
natri hydroxit (0,1609% khéi lugng), 5400 mg natri clorua (0,54% khdi luong), 230
mg magie clorua hexahydrat (0,023% khéi luong), 270 mg kali clorua (0,027% khéi
lugng), hdn hgp cta 27 mg axit 2-hydroxybutandioic (0,0027% khdi luong) va 24 mg
axit trans-butendioic (0,0024% khdi luong) — cac chdt lam én dinh (0,0051% khdi
luong tong cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cht

dé tiém t6i 100% khdi lwong. Do pH thuc ctia dung dich sau khi vo tring 13 6,79.

Vi du 74. Bé tron 1000 lit duge nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,018 kg 2-hydroxybutandioic, va 0,038 kg axit
etylendiamintetraaxetic, cdc thanh phan nay duoc tron két hop cho t6i khi céc thanh
phén duoc hoa tan hoan toan va cac muc pH dugc thiét dat & gia tri ¢b dinh, va sau dé
duogc tao thanh thé tich 1000 lit bang nuéc cét dé tiém. Loc dung dich thu dugc qua
mang loc vo trung ¢& 0,22 um, dong chai vao trong cdc chai thuy tinh thé tich 500 ml
va nut kin bang cac nut chai. Sau do, sén phém tién hanh v tring bang nhiét 4m dudi

ap sudt & nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu duge chira 5280 mg

-53-



38021

axit sucxinic (0,528% khéi lwong), 8725 mg meglumin (0,8725% khéi lugng), 1788
mg natri hydroxit (0,1788% khéi Iwgng), 6000 mg natri clorua (0,6% khoi lrong), 256
mg magie clorua hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khéi
lugng), hdn hop cla 18 mg axit 2-hydroxybutandioic (0,0018% khéi lugng) va 38 mg
axit etylendiamintetraaxetic (0,0038% khéi lugng) — cac chat lam 6n dinh (0,0056%
khéi luong tong cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuée

ct dé tiém t6i 100% khdi lwong. Do pH thuc ctia dung dich sau khi vo tring 1a 6,89.

Vi du 75. Bé tron 1000 lit duoc nap 900 lit nuée cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,054 kg axit 2-hydroxybutandioic, va 0,060 kg axit
2,3-dihydroxybutandioic, cac thanh phan nay duoc tron két hop cho t6i khi cac thanh
phan duge hoa tan hoan toan va cac muc pH duge thiét dat & gia tri ¢b dinh, va sau d6
duogc tao thanh thé tich 1000 it béng nuGe cat dé tiém. Loc dung dich thu duoc qua
mang loc vo trung c& 0,22 pm, dong chai vao trong céc chai thiy tinh thé tich 500 ml
va nat kin bang cac nut chai. Sau do, san phim tién hanh vo tring bang nhiét 4m dudi
ap suat & nhiét do 1211°C trong 20 phit. Mot lit dung dich thu duge chira 5808 mg
axit sucxinic (0,5808% khéi luong), 9598 mg meglumin (0,9598% khéi luong),
1967 mg natri hydroxit (0,1967% khéi lugng), 6600 mg natri clorua (0,66% khéi
lugng), 282 mg magie clorua hexahydrat (0,0282% khéi lugng), 330 mg kali clorua
(0,033% khbi luong), hdn hop clia 54 mg axit 2-hydroxybutandioic (0,0054% khoi
lvong) va 60 mg axit 2,3-dihydroxybutandioic (0,0060% khdi luong) — cac chét lam
én dinh (0,0114% khéi luong téng cong), 15000 mg meglumin natri sucxinat (1,5%
khéi lugng), va nudce cAt dé tiém t6i 100% khoi lugng. Do pH thuc ctia dung dich sau

khi vo trung 1a 6,59.

Vi du 76. Bé tron 1000 lit duge nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,019 kg axit 2-hydroxybutandioic, va 0,013 kg axit 2-
hydroxypropanoic, cac thanh phan nay duoc tron két hop cho téi khi cac thanh phan
dugc hoa tan hoan toan va cadc mtc pH duoc thiét dit & gia tri c¢b dinh, va sau d6 duoc
tao thanh thé tich 1000 lit bang nudc cat dé tiém. Loc dung dich thu dugc qua mang

loc vo tring ¢& 0,22 um, dong chai vao trong céc chai thiy tinh thé tich 500 ml va nut
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kin bang céc nut chai. Sau do, san phim tién hanh v tring bang nhiét 4m dudi ap suat
& nhiét d6 121+1°C trong 20 phat. Mot lit dung dich thu duwogc chira 4752 mg axit
sucxinic (0,4752% khéi lwong), 7853 mg meglumin (0,7853% khdi lugng), 1609 mg
natri hydroxit (0,1609% khéi lugng), 5400 mg natri clorua (0,54% khéi lugng), 230
mg magie clorua hexahydrat (0,023% khéi lwong), 270 mg kali clorua (0,027% khéi
luong), hon hop cla 19 mg axit 2-hydroxybutandioic (0,0019% khéi luong) va 13 mg
axit 2-hydroxypropanoic (0,0013% khéi lugng) — cac chat lam n dinh (0,0032% khoi
luong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc ct

dé tiém t6i 100% khdi lugng. Do pH thuc cua dung dich sau khi vo trung 14 6,99,

Vi du 77. B& trdn 1000 lit duge nap 900 lit nudc cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,045 kg axit 2-hydroxy-1,2,3-propantricarboxylic, va
0,028 kg axit butandioic, cac thanh phén nay dugc tron két hop cho t6i khi cac thanh
ph?m dugc hoa tan hoan toan va cac mic pH dugce thiét dat & gia tri c¢b dinh, va sau dé
duge tao thanh thé tich 1000 lit bing nudc cat dé tiém. Loc dung dich thu dugc qua
mang loc vo tring ¢& 0,22 pm, dong chai vao trong cac chai thiy tinh thé tich 500 ml
va niit kin bing cc nat chai. Sau d6, san pham tién hanh vo tring bang nhiét am dudi
ap sudt & nhiét @6 121+1°C trong 20 phat. Mot lit dung dich thu duoc chira 5280 mg
axit sucxinic (0,528% khéi luong), 8725 mg meglumin (0,8725% khdi luong), 1788
mg natri hydroxit (0,1788% khéi luong), 6000 mg natri clorua (0,6% khéi lugng), 256
mg magie clorua hexahydrat (0,0256% khéi luogng), 300 mg kali clorua (0,03% khéi
lwgng), hdn hop cua 45 mg axit 2-hydroxy-1,2,3-propantricarboxylic (0,0045% khoi
lugng) va 28 mg axit butandioic (0,0028% khéi lugng) — cdc chét lam on dinh
(0,0073% khdi lugng tong cong), 15000 mg meglumin natri sucxinat (1,5% khéi
lugng), va nude cAt dé tiém toi 100% khdi lugng. DO pH thuc ctia dung dich sau khi

vo trung 1a 6,70.

Vi du 78. Bé tron 1000 lit duge nap 900 lit nude cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,202 kg axit 2-hydroxy-1,2,3-propantricarboxylic,
va 0,122 kg axit trans-butendioic, cdc thanh phan nay duogc tron két hop cho t6i khi

cac thanh phﬁn duoc hoa tan hoan toan va cac muc pH dugce thiét dat & gia tri c¢d dinh,
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va sau do duoc tao thanh thé tich 1000 lit béng nuée cat dé tiém. Loc dung dich thu
dugc qua mang loc vo tring ¢ 0,22 pm, dong chai vao trong cdc chai thuy tinh thé
tich 500 ml va nit kin bang cac nit chai. Sau do, san pham tién hanh v6 trung bing
nhiét 4m dudi ap sudt & nhiét 6 121+£1°C trong 20 phat. Mot lit dung dich thu dugc
chira 5808 mg axit sucxinic (0,5808% khéi luong), 9598 mg meglumin (0,9598% khéi
lugng), 1967 mg natri hydroxit (0,1967% khéi luong), 6600 mg natri clorua (0,66%
khéi luong), 282 mg magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali
clorua (0,033% khbi luong), hdn hgp ctia 202 mg axit 2-hydroxy-1,2,3-
propantricarboxylic (0,0202% khéi lwong) va 122 mg axit trans-butendioic (0,0122%
khéi lwong) — cac chit lam én dinh (0,0324% khdi lugng tong cdng), 15000 mg
meglumin natri sucxinat (1,5% khéi lugng), va nude cit dé tiém t6i 100% khdi lugng.

D6 pH thuc cua dung dich sau khi vo trung 1a 6,10.

Vi du 79. Bé tron 1000 lit dugc nap 900 lit nuéc cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,073 kg axit 2-hydroxy-1,2,3-propantricarboxylic, va
0,111 kg axit etylendiamintetraaxetic, which dugc tron kéf hop cho téi khi cac thanh
phﬁn ctia n6 dugc hoa tan hoan toan va cac mic pH dugce thiét dat o gia tri ¢ dinh, va
sau do dugc tao thanh thé tich 1000 lit béng nude cit dé tiém. Loc dung dich thu dugc
qua mang loc vo trung ¢& 0,22 pm, déng chai vao trong céc chai thuy tinh thé tich 500
ml va nat kin bang cac nat chai. Sau do, san pham tién hanh v tring bang nhiét &m
dudi ap suét & nhiét do 121x1°C trong 20 phut. Mot lit dung dich thu dugc chira 4752
mg axit sucxinic (0,4752% khéi lugng), 7853 mg meglumin (0,7853% khéi lugng),
1609 mg natri hydroxit (0,1609% khéi luogng), 5400 mg natri clorua (0,54% khbi
lwong), 230 mg magie clorua hexahydrat (0,023% khéi luong), 270 mg kali clorua
(0,027% khéi lwong), hdn hop cua 73 mg axit 2-hydroxy-1,2,3-propantricarboxylic
(0,0073% khdi lugng) va 111 mg axit etylendiamintetraaxetic (0,0111% khéi lwong) —
cac chét lam 6n dinh (0,0184% khdi lugng téng cong), 15000 mg meglumin natri
sucxinat (1,5% khéi lugng), va nudc cit dé tiém t6i 100% khoi lurong. Do pH thuc cua

dung dich sau khi v trung la 6,40.

Vi du 80. Bé tron 1000 lit duge nap 900 lit nuée cat dé tiem, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
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hexahydrat, 0,3 kg kali clorua, 0,017 kg axit 2-hydroxy-1,2,3-propantricarboxylic, va
0,013 kg axit 2,3-dihydroxybutandioic, which dugc trén két hop cho t6i khi céac thanh
phén ctia n6 duoc hoa tan hoan toan va cac muc pH dugc thiét dat ¢ gia tri ¢d dinh, va
sau d6 duoc tao thanh thé tich 1000 lit béng nude cit dé tiém. Loc dung dich thu duge
qua mang loc vo trung ¢& 0,22 pm, dong chai vao trong céc chai thuy tinh thé tich 500
ml va nut kin bing cac nut chai. Sau d6, san phim tién hanh vo trung bang nhiét 4m
dudi ap sut & nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 5280
mg axit sucxinic (0,528% khdi lugng), 8725 mg meglumin (0,8725% khéi lwong),
1788 mg natri hydroxit (0,1788% khéi lwong), 6000 mg natri clorua (0,6% khéi
luong), 256 mg magie clorua hexahydrat (0,0256% khéi lugng), 300 mg kali clorua
(0,03% khdi lwong), hon hop cia 17 mg axit 2-hydroxy-1,2,3-propantricarboxylic
(0,0017% khéi lugng) va 13 mg axit 2,3-dihydroxybutandioic (0,0013% khoi lwong) -
cac chat lam én dinh (0,003% khéi luong téng cong), 15000 mg meglumin natri
sucxinat (1,5% khéi lugng), va nude cit dé tiém t6i 100% khéi luong. DO pH thuc clia

dung dich sau khi v trung 1a 7,00.

Vi du 81. B& tron 1000 lit dugc nap 900 lit nuée cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,918 kg axit 2-hydroxy-1,2,3-propantricarboxylic,
va 0,430 kg axit 2-hydroxypropanoic, which duogc tron két hop cho t6i khi cac thanh
phﬁn ctia n6 duoc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri ¢ dinh, va
sau d6 dugc tao thanh thé tich 1000 lit br:ing nuée cat dé tiém. Loc dung dich thu dugc
qua mang loc v trung ¢& 0,22 pm, dong chai vao trong cic chai thuy tinh thé tich 500
ml va nut kin bing cic nut chai. Sau do, san phim tién hanh vo trung bang nhiét am
dudi 4p suat ¢ nhiét d6 12121°C trong 20 phit. Mot lit dung dich thu dugc chira 5808
mg axit sucxinic (0,5808% khdi luong), 9598 mg meglumin (0,9598% khodi lugng),
1967 mg natri hydroxit (0,1967% khéi lugng), 6600 mg natri clorua (0,66% khoi
luong), 282 mg magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali clorua
(0,033% khéi lwgng), hdn hop cia 918 mg axit 2-hydroxy-1,2,3-propantricarboxylic
(0,0918% khéi lugng) va 430 mg axit 2-hydroxypropanoic (0,0430% khéi lugng) —
cac chat lam 6n dinh (0,1348% khéi lugng tong cong), 15000 mg meglumin natri
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sucxinat (1,5% khoi luvong), va nudce cAt d8 tiém t6i 100% khoi lugng. B pH thuc cua

dung dich sau khi vo trung 1a 5,50.

Vi du 82. Bé tron 1000 lit dwoc nap 900 lit nuée cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5.4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,104 kg axit butandioic, va 0,102 kg axit trans-
butendioic, cac thanh phén nay duogc tron Kkét hop cho t6i khi céc thanh phén duogc hoa
tan hoan toan va cac muc pH dugce thiét dat o gia tri ¢ dinh, va sau d6 duoc tao thanh
thé tich 1000 lit bing nudc cat dé tiém. Loc dung dich thu dugc qua mang loc vo tring
¢& 0,22 um, dong chai vao trong céc chai thiy tinh thé tich 500 ml va nat kin bang cac
nut chai. Sau do, san phdm tién hanh vo tring bang nhiét am dudi 4p sudt & nhiét do
121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 4752 mg axit sucxinic
(0,4752% khéi luong), 7853 mg meglumin (0,7853% khéi luong), 1609 mg natri
hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khoi lugng), 230 mg
magie clorua hexahydrat (0,023% khéi lugng), 270 mg kali clorua (0,027% khéi
lugng), hon hop cta 104 mg axit butandioic (0,014% khéi luong) va 102 mg axit
trans-butendioic (0,012% khéi lugng) — céc chét 1am 6n dinh (0,0206% khéi luong
téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nudc cit dé tiém

tGi 100% khéi luong. Po pH thuc ctia dung dich sau khi vo triung la 6,20.

Vi du 83. Bé tron 1000 lit dugc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,015 kg axit butandioic, va 0,038 kg axit
etylendiamintetraaxetic, cac thanh phan nay dugc tron két hop cho t6i khi cac thanh
phén dugc hoa tan hoan toan va cac mic pH dugce thiét dat ¢ gia tri c¢b dinh, va sau do
dugc tao thanh thé tich 1000 lit béng nuGe cat dé tiém. Loc dung dich thu duge qua
mang loc vo tring ¢& 0,22 pm, dong chai vao trong cac chai thuy tinh thé tich 500 ml
va nit kin bing cac nit chai. Sau do, san pham tién hanh v6 tring bang nhiét m dudi
&p suat & nhiét do 121+1°C trong 20 phiat. M6t lit dung dich thu duogc chira 5280 mg
axit sucxinic (0,528% khdi luong), 8725 mg meglumin (0,8725% khédi luong), 1788
mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri clorua (0,6% khéi luong), 256
mg magie clorua hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khéi
lugng), hon hop ctia 15 mg axit butandioic (0,0015% khéi luong) va 38 mg axit
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etylendiamintetraaxetic (0,0038% khéi lugng) — cac chét 1am én dinh (0,0053% khéi
lwong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nude cat

dé tiém t6i 100% khéi lugng. D6 pH thuc cia dung dich sau khi vo tring 12 6,89.

Vi du 84. B& tron 1000 lit duge nap 900 lit nudc cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,428 kg axit butandioic, va 0,545 kg axit 2,3-
dihydroxybutandioic, cac thanh phan nay dugc tron két hop cho t6i khi céc thanh phan
dugc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri c¢b dinh, va sau dé duoc
tao thanh thé tich 1000 lit bing nudc cat dé tiém. Loc dung dich thu duoc qua mang
loc vo trung ¢& 0,22 pm, dong chai vao trong cac chai thuy tinh thé tich 500 ml va nut
kin bing cac niit chai. Sau do, san phim tién hanh v tring bang nhiét 4m dudi 4p suét
& nhiét d6 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 5808 mg axit
sucxinic (0,5808% khéi luong), 9598 mg meglumin (0,9598% khoi lugng), 1967 mg
natri hydroxit (0,1967% khéi lugng), 6600 mg natri clorua (0,66% khoi lwong), 282
mg magie clorua hexahydrat (0,0282% khéi luwong), 330 mg kali clorua (0,033% khéi
lwgng), hon hop clia 428 mg axit butandioic (0,0428% khéi luong) va 545 mg axit 2,3-
dihydroxybutandioic (0,0545% khéi lwong) — cac cht lam 6n dinh (0,0973% khoi
lwong téng cong), 15000 mg meglumin natri sucxinat (1,5% khdi luong), va nudc cit

dé tiém t6i 100% khdi luong. PO pH thuc ctia dung dich sau khi vo tring 1a 5,60.

Vi du 85. B& tron 1000 lit duoc nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,017 kg axit butandioic, va 0,013 kg axit 2-
hydroxypropanoic, cic thanh phan nay duoc tron két hop cho t6i khi cac thanh phan
dugc hoa tan hoan toan va cac mirc pH dugc thiét dit o gia tri ¢b dinh, va sau d6 duoc
tao thanh thé tich 1000 lit bing nuéc cit dé tiém. Loc dung dich thu dugc qua mang
loc vo trung ¢& 0,22 pm, dong chai vao trong cac chai thiy tinh thé tich 500 ml va nut
kin bang cac nut chai. Sau d6, san pham tién hanh vo tring bang nhiét 4m dudi ap suat
& nhiét do 121+1°C trong 20 phat. Mot lit dung dich thu duoc chita 4752 mg axit
sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khéi lugng), 1609 mg
natri hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khoi lugng), 230
mg magie clorua hexahydrat (0,023% khéi lugng), 270 mg kali clorua (0,027% khéi
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lugng), hon hop cua 17 mg axit butandioic (0,0017% khéi lugng) va 13 mg axit 2-
hydroxypropanoic (0,0013% khéi lugng) — céc chat 1am 6n dinh (0,003% khéi lugng
téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi lwong), va nuéc cat dé tiem

t6i 100% khoi luong. Do pH thyuc ciia dung dich sau khi vo tring 12 6,99.

Vi du 86. B& tron 1000 lit dugc nap 900 lit nuée cit dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,020 kg axit trans-butendioic, va 0,051 kg axit
etylendiamintetraaxetic, cac thanh phan nay duoc tron két hop cho t6i khi cac thanh
phén duogc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri c¢b dinh, va sau do
duoc tao thanh thé tich 1000 lit bang nudc cat dé tiém. Loc dung dich thu dugc qua
mang loc vo trung ¢& 0,22 pm, dong chai vao trong cac chai thuy tinh thé tich 500 ml
va it kin bing cac ntt chai. Sau d6, san phim tién hanh v6 tring bang nhiét 4m dudi
ap suét & nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 5280 mg
axit sucxinic (0,528% khéi lugng), 8725 mg meglumin (0,8725% khéi lugng), 1788
mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri clorua (0,6% khdi lurgng), 256
mg magie clorua hexahydrat (0,0256% khéi lugng), 300 mg kali clorua (0,03% khbi
lwong), hén hop cia 20 mg axit trans-butendioic (0,0020% khéi luong) va 51 mg axit
etylendiamintetraaxetic (0,0051% khdi luong) — céc chat lam 6n dinh (0,0071% khoi
luong tong cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nuéc cét

8 tiem t6i 100% khdi luong. Do pH thuc ctia dung dich sau khi vo tring 12 6,80.

Vi du 87. B& tron 1000 lit dwoc nap 900 lit nuée cat dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,471 kg axit trans-butendioic, va 0,609 kg axit 2,3-
dihydroxybutandioic, cac thanh phdn nay dugc tron két hop cho t6i khi cac thanh phan
dugc hoa tan hoan toan va cac mirc pH duoc thiét dat & gia tri ¢ dinh, va sau d6 duoc
tao thanh thé tich 1000 lit bing nudc cat dé tiém. Loc dung dich thu dugc qua mang
loc v6 trung c& 0,22 pm, dong chai vao trong céc chai thiy tinh thé tich 500 ml va nut
kin bang cac nut chai. Sau do, san phém tién hanh vo tring bang nhiét am dudi ap suét
& nhiét do 121+1°C trong 20 phut. Mt lit dung dich thu dugc chira 5808 mg axit
sucxinic (0,5808% khéi luong), 9598 mg meglumin (0,9598% khéi lugng), 1967 mg
natri hydroxit (0,1967% khéi lwong), 6600 mg natri clorua (0,66% khoi lugng), 282
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mg magie clorua hexahydrat (0,0282% khéi luong), 330 mg kali clorua (0,033% khéi
lugng), hdn hop cta 471 mg axit trans-butendioic (0,0471% khéi lugng) va 609 mg
axit 2,3-dihydroxybutandioic (0,0609% khéi lugng) — céc chat lam 6n dinh (0,108%
khéi luong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi lugng), va nuée

ct dé tiém t6i 100% khdi lugng. D6 pH thuc cua dung dich sau khi vo trung 1a 5,50.

Vi du 88. B& tron 1000 lit dwge nap 900 lit nude cit dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,032 kg axit trans-butendioic, va 0,024 kg axit 2-
hydroxypropanoic, cc thanh phan nay dugc tron két hop cho t6i khi cac thanh phan
duoc hoa tan hoan toan va cac muc pH dugce thiét dat & gia tri c¢b dinh, va sau dé duoc
tao thanh thé tich 1000 lit bang nuéc cAt dé tiém. Loc dung dich thu dugc qua mang
loc vo trung ¢& 0,22 pm, déng chai vao trong cac chai thuy tinh thé tich 500 ml va nut
kin bing c4c niit chai. Sau do, san pham tién hanh v6 tring bang nhiét 4m dudi ap suat
& nhiét do 121+1°C trong 20 phut. Mot it dung dich thu dugc chira 4752 mg axit
sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khoi luong), 1609 mg
natri hydroxit (0,1609% khdi luong), 5400 mg natri clorua (0,54% khéi lugng), 230
mg magie clorua hexahydrat (0,023% khéi lugng), 270 mg kali clorua (0,027% khoi
lugng), hdn hop cia 32 mg axit trans-butendioic (0,0032% khéi luong) va 24 mg axit
2-hydroxypropanoic (0,0024% khéi lugng) — cac chit lam 6n dinh (0,0056% khoi
lwong téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi luong), va nudc cét

8 tiem t6i 100% khéi lugng. Do pH thuc ctia dung dich sau khi v6 trung 12 6,79.

Vi du 89. B& tron 1000 lit dwoc nap 900 lit nude cat dé tiém, 5,28 kg axit sucxinic,
8,725 kg meglumin, 1,788 kg natri hydroxit, 6 kg natri clorua, 0,256 kg magie clorua
hexahydrat, 0,3 kg kali clorua, 0,281 kg axit etylendiamintetraaxetic, va 0,144 kg axit
2,3-dihydroxybutandioic, cac thanh phin nay dugc tron két hop cho t6i khi cac thanh
phén duoc hoa tan hoan toan va cac mirc pH dugc thiét dat & gia tri c¢b dinh, va sau do
duoc tao thanh thé tich 1000 lit béng nuée cit dé tiém. Loc dung dich thu dugce qua
mang loc vd trung ¢& 0,22 pm,‘ dong chai vao trong céc chai thity tinh thé tich 500 ml
va nut kin bang cac nut chai. Sau do, san pham tién hanh vo tring bang nhiét am duéi
ap suét & nhiét do 121=1°C trong 20 phut. Mot lit dung dich thu dugc chira 5280 mg
axit sucxinic (0,528% khéi lugng), 8725 mg meglumin (0,8725% khéi lugng), 1788
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mg natri hydroxit (0,1788% khéi lugng), 6000 mg natri clorua (0,6% khéi lugng), 256
mg magie clorua hexahydrat (0,0256% khéi luong), 300 mg kali clorua (0,03% khoi
lugng), hon hop ctia 281 mg axit etylendiamintetraaxetic (0,0281% khéi luong) va 144
mg axit 2,3-dihydroxybutandioic (0,0144% khéi lwong) — cdc chét 1am on dinh
(0,0425% khoi lugng téng cong), 15000 mg meglumin natri sucxinat (1,5% khéi
luong), va nude cit dé tiém téi 100% khéi luong. Do pH thuc cta dung dich sau khi

vo0 trung 1a 6,10.

Vi du 90. B& tron 1000 lit duge nap 900 lit nude cit dé tiém, 5,808 kg axit sucxinic,
9,598 kg meglumin, 1,967 kg natri hydroxit, 6,6 kg natri clorua, 0,282 kg magie clorua
hexahydrat, 0,330 kg kali clorua, 0,092 kg axit etylendiamintetraaxetic, va 0,028 kg
axit 2-hydroxypropanoic, cac thanh phén nay duoc tron két hop cho t6i khi cac thanh
phﬁn dugc hoa tan hoan toan va cac muc pH dugc thiét dit & gia tri ¢ dinh, va sau dé
duoc tao thanh thé tich 1000 lit béng nuée cat dé tiém. Loc dung dich thu dugc qua
mang loc vo tring ¢& 0,22 pm, dong chai vao trong cic chai thuy tinh thé tich 500 ml
va nat kin bang cac nut chai. Sau do, san phim tién hanh vo tring bang nhiét am dudi
ap sut & nhiét @6 121£1°C trong 20 phat. Mot lit dung dich thu dugc chira 5808 mg
axit sucxinic (0,5808% khdi luong), 9598 mg meglumin (0,9598% khéi luong),
1967 mg natri hydroxit (0,1967% khéi luong), 6600 mg natri clorua (0,66% khéi
luong), 282 mg magie clorua hexahydrat (0,0282% khéi lugng), 330 mg kali clorua
(0,033% khoi lwong), hon hop cua 92 mg axit etylendiamintetraaxetic (0,0092% khéi
luong) va 28 mg axit 2-hydroxypropanoic (0,0028% khéi luong) — céc chét 1am 6n
dinh (0,012% khdi luong téng cong), 15000 mg meglumin natri sucxinat (1,5% khoi
lurgng), va nudce cAt dé tiém t6i 100% khdi lugng. Do pH thuc cia dung dich sau khi

vO trung 1a 6,69.

Vi du 91. Bé tron 1000 lit duge nap 900 lit nuée cat dé tiém, 4,752 kg axit sucxinic,
7,853 kg meglumin, 1,609 kg natri hydroxit, 5,4 kg natri clorua, 0,23 kg magie clorua
hexahydrat, 0,27 kg kali clorua, 0,041 kg axit 2,3-dihydroxybutandioic, va 0,024 kg
axit 2-hydroxypropanoic, cac thanh phan nay dugc tron két hop cho t6i khi cac thanh
phén dugc hoa tan hoan toan va cac muc pH dugce thiét dit & gia tri ¢b dinh, va sau dé
duoc tao thanh thé tich 1000 lit bé‘mg nuée cat dé tiém. Loc dung dich thu duge qua

mang loc vo trung ¢& 0,22 pm, dong chai vao trong céc chai thuy tinh thé tich 500 ml
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va nut kin bang cac nut chai. Sau do, san pham tién hanh vo tring bang nhiét 4m dudi
ap sudt & nhiét do 121+1°C trong 20 phut. Mot lit dung dich thu dugc chira 4752 mg
axit sucxinic (0,4752% khéi luong), 7853 mg meglumin (0,7853% khéi lugng),
1609 mg natri hydroxit (0,1609% khéi luong), 5400 mg natri clorua (0,54% khdi
lugng), 230 mg magie clorua hexahydrat (0,023% khéi luong), 270 mg kali clorua
(0,027% khéi lwong), hdn hop ciia 41 mg axit 2,3-hydroxybutandioic (0,0041% khéi
luong) va 24 mg axit 2-hydroxypropanoic (0,0024% khéi lugng) — céc chit lam 6n
dinh (0,0065% khdi lugng tdng cong), 15000 mg meglumin natri sucxinat (1,5% khéi
lugng), va nudce cAt dé tiém t6i 100% khéi lugng. D pH thuc ctia dung dich sau khi

vO trung 1a 6,79.

M&i mot chai véi dung dich duogc bao hd thu dugce trong vi du trong tng cia no6
da duge vo tring bing nhiét theo phac db dugc dién tiéu chuén ¢ nhiét do 121£1°C
trong 20 phut.

Pé danh gia do 4n dinh cta cac mau san phém thu duoc, cac miu dugce gilt
trong thiét bi kiém sot khi hau & nhiét do 25+2°C trong thoi gian 5 ndm. Céc dung
dich duoc danh gia ngay sau khi dugc diéu ché va véo tring, va cling tai khoang thoi
gian cach nhau 1 nam trong 5 ndm bao quin ctia ching. (Bang 5).

Bang 5
Danh gia vé d6 on dinh ctia cac mau san pham thu dugc trong cac vi du 16 dén 91 khi

bao quan & nhiét do 25+2°C trong 5 nam

X Thoi han st dung,

Vi dy, 6 Axit tht nhat Axit thir hai @ D¢ 6n dinh

pi 1 2 |3 4 |5
Vidu 16 | axetic - 70 |+ |+ |+ ]+ |-
Vidu 17 | axetic - 6,5 + |+ |+ | + | +
Vidu 18 | axetic - 6,0 + |+ | + | + | +
Vidul9 |axetic 5,5 + |+ | + | + | +
Vidu20 | malic - 70 | + | + |+ | - | -
Vidu2l | malic - 6,5 + |+ | + | + | +
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Vi du 22
Vidu23
Vidu 24
Vidu 25
Vidu 26
Vidu 27
Vidu 28
Vidu 29
Vidu 30
Vidu 31
Vidu 32
Vidu 33
Vidu 34
Vidu 35
Vidu 36
Vidu 37
Vidu 38
Vidu 39
Vidu 40
Vidu4l
Vidu 42
Viduy 43
Vidu 44
Vidu 45
Vidu 46
Vidu 47
Vidu 48
Vidu 49
Vidu 50
Vidu51
Vidu 52

malic
malic
xitric
xitric
xitric
xitric
sucxinic
sucxinic
sucxinic
sucxinic
fumaric
fumaric
fumaric
fumaric
EDTA
EDTA
EDTA
EDTA
tartatic
tartatic
tartatic
tartatic
lactic
lactic
lactic
lactic
cacbonic
cacbonic
cacbonic
cacbonic

clohydric

6,0
5,5
7,0
6,5
6,0
5,5
7,0
6,5
6,0
5,5
7,0
6.5
6,0
5,5
7,0
6,5
6.0
5,5
7,0
6,5
6.0
5,5
7,0
6,5
6,0
5,5
7,0
6,5
6,0
5,7
7,0
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Vidu 53
Vidu 54
Vidu 55
Vidu 56
Vidu 57
Vidu 58
Vidu 59
Vidu 60
Viduo6l
Viduy 62
Vi du 63
Vi du 64
Vi du 65
Viduy 66
Vidu 67
Vidu 68
Viduy 69
Vidu70
Vidu71
Vidu 72
Vidu 73
Vidu 74
Vidu 75
Vidu 76
Vidu 77
Vidu 78
Vidu 79
Vi du 80
Vidu 81
Vidy 82
Vidu &3

clohydric
clohydric
clohydric
phosphoric
phosphoric
phosphoric
phosphoric
sulfuric
sulfuric
sulfuric
sulfuric
axetic
axetic
axetic
axetic
axetic
axetic
axetic
malic
malic
malic
malic
malic
malic
xitric

xitric

xitric

xitric

xitric
sucxinic

sucxinic

malic
xitric
sucxinic
fumaric
EDTA
tartatic
lactic
xitric
sucxinic
fumaric
EDTA
tartatic
lactic
sucxinic
fumaric
EDTA
tartatic
lactic
fumaric

EDTA

6,5
6,0
5,5
7.0
6.5
6,0
5,5
7,0
6,5
6,0
5,5
5.9
7,0
6,1
5,5
6,1
6,9
6,7
7,0
5,5
6,8
6.9
6,6
7,0
6,7
6,1
6,4
7,0
5,5
6,2
6.9
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+
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Vidu 84 | sucxinic tartatic 5,6 + + + + | +
Vi du 85 sucxinic lactic 7,0 + + + + | +
Vidu 86 | fumaric EDTA 68 | + | + | + | + | -
Vidu 87 | fumaric tartatic 55 | + |+ | + | + | +
Vidu 88 | fumaric lactic 6,8 + + + - -
Vidu89 | EDTA tartatic 6,1 | + | + | + | + | -
Vidu90 | EDTA lactic 6,7 + + + - -
Vidu91 | tartatic lactic 68 | + | + | + | + | -

+ hé sb hap thu ctia cac dung dich 12 khong cao hon 0,25, mau sdc khong thay doi

-hé sb hép thu cta cac dung dich 1a cao hon 0,25, mau sdc thay dbi

Céc axit duoc phan tich da thé hién su tac dong déng ké 1én do On dinh cia
dung dich chira meglumin natri sucxinat trong qua trinh bao quéan lau dai. Da xac dinh
duge rang, & 6 pH nim trong khoang tir 6,5 dén 7,0, cac axit carboxylic bao dam do
4n dinh cta dung dich trong thoi gian khong dudi 3 nam, trong khi cac axit vb co —
trong thoi gian khong duéi 2 ndm. Trong khi do, luong cia cic axit bao dam d6 pH
nam trong khoang tir 5,5 dén 6,5 cho phép dat dugc do 6n dinh khong duéi 3 nam khi
sir dung céc axit vo co va khong dudi 5 nam khi sir dung céc axit carboxylic (bang 5).
Ngoai ra, khong c6 su thay ddi mau sic tir khong mau sang mau vang nhat va hé sb
hép thu trong khoang phé cuc tim khong cao hon gia tri dugc chap nhan 0,25 (USP
Monographs: Dextrose Injection) Murty B.S., Kapoor J.N., Smith F.X., Levelsof 5-
hydroxymethylfurfural in dextrose injection. American journal of hospital pharmacy
34:2 1977 Feb. P. 205-6), diéu nay khang dinh sy giam déng ké vé ndng dd tap chét
doc hai trong dung dich yéu cdu bao ho so véi nguyén mau.

Do d6, ché phdm yéu cau bio ho cua dung dich truyén da ion chira meglumin

natri sucxinat ¢6 do an toan va do on dinh cao trong qua trinh bao quan lau dai.
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YEU CAU BAO HO
1. Dung dich truyén da ion, bao gdm natri clorua, kali clorua va magie clorua,
meglumin natri sucxinat lam thanh phén ¢6 hoat tinh sinh hoc va nudc cit dé tiém,
khac biét & chd, con bao gém thém chat 1am 6n dinh ¢ dang axit carboxylic hodc axit
vd co dugc dung, hodc hdn hgp cta ching ¢ do pH cua dung dich nam trong khoang

tir 5,5 dén 7,0, v6i ty 1¢ cac thanh phan sau, tinh theo % khéi luong:

Natri clorua 0,5-0,7

Magie clorua 0,01-0,014
Kali clorua 0,025-0,035
Meglumin natri sucxinat 1,35-1,65
Chét lam 6n dinh 0,0014-0,1827
Nudc cat dé tiem phan con lai.

2. Dung dich truyén da ion theo diém 1, khac biét & chd, chit lam on dinh la axit
carboxylic dugc dung hodc hdén hop cta cac axit nay tir nhom: axit
etylendiamintetraaxetic, axit etanoic, axit 2-hydroxybutandioic, axit 2-hydroxy-1,2,3-
propantricarboxylic,  axit  butandioic, axit  trans-butendioic, axit  2,3-

dihydroxybutandioic, axit 2-hydroxypropanoic, axit cacbonic.

3. Dung dich truyén da ion theo diém 1, khac biét & chd, chat lam 6n dinh 1a axit vo
co dugc dung hodc hdn hgp cla cac axit nay tir nhoém: axit clohydric, axit phosphoric,

axit sulfuric.

4. Dung dich truyén da ion theo diém 2, dung dich nay on dinh khi dugc bao quan
trong thoi gian khong dudi 3 nam, trong d6 ndng do cla chét 1am 6n dinh nam trong
khoang tir 0,0023 dén 0,02% khéi luong & dd pH cua dung dich nim trong khoang tir
6,5 dén 7,0.

5. Dung dich truyén da ion theo diém 2, dung dich nay 6n dinh khi dugc bao quan
trong thoi gian khong dudi 5 ndm, trong do ndng do cia chét 1am 6n dinh ndm trong
khoang tir 0,02 dén 0,1827% khéi lugng & do pH cua dung dich nam trong khoang tur
5,5 dén 6,5.
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6. Dung dich truyén da ion theo diém 3, dung dich nay 6n dinh khi dugc bao quan
trong thoi gian khong dudi 2 nam, trong do ndng do cla chat 1am 6n dinh ndm trong
khoang tir 0,0014 dén 0,0144% khéi luvong & do pH cia dung dich ndm trong khoang
tir 6,5 dén 7,0.

7. Dung dich truyén da ion theo diém 3, dung dich nay on dinh khi dugc bdo quin
trong thoi gian khong duéi 3 ndm, trong do ndng do cia chét 1am én dinh ndm trong
khoang tir 0,0144 dén 0,165% khéi lvong & do pH cta dung dich ndm trong khoang tir
5,5 dén 6,5.
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