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578M15% ® Metformin Hydrochloride &oo film-coated tablet
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a.& Finished product specification

Specification ' USP &a BPmoaw

@, identification ATIBHIY Meet the requirement

o, Assay &&.0 - mod.o % of the LA of ®&.0 - @od.0% of the labeled
Metformin Hydrochloride amount

. Dissolution

-Test @ -NLT eda9{Q) of the labeled amount of | -NLT @/o%(Q) of the labeled
Metformin Hydrochloride in @& min amount of metformin

- Test o - NLT @o%(Q) of the labeled amount of | hydrochloride is dissolved a&
Metformin Hydrochloride in eeo min minutes

- Test < NLT edo%(Q) of the labeled amount of
Metformin Hydrochloride in oo min

. Uniformity of dosage | #9195 ‘ Meet the reguirement

units

&. Organic impurities -Any individual impurity : 0.@%

“Total impurities : NMT 0.2%

. Related compounds

- @-cyanoguanidine - NMT o.cla%
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m.ln Drug substance specification
Specification USP &a BPwoew
. |dentification AT ATV
o, USuneudinenddty S@.& - @oa.0 % of Metformin | &&.& — @oa.o % (dry substance)

Hydrochloride (dry basis)

an. Residual on ignition | NMT o.e% -

&. Loss on drying NMT o.&% Maximum o.&%

&. Related By Liquid chromatosraphy By Liguid chromatography

compounds - Metformin retated - impurity F {N-methylmethenamine
compound A : NMT c.ole% (dimethylamine)) : NMT o.0d&%
- Any other impurity : NMT - Impurity A (cyanoguanidine) : NMT
o.% c.olo%

- Total impurities : NMT o.&% | - unspecified impurities : NMT o.0&%
- Total impurities : Maximum o.o%

., Sulfated ash - Maximum o.@%
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598N7157 b e/o% Isophane Insulin Human + emo% Regular Insulin Human

@oo IU/mL in e mL injection for Penfill

= . . . . . . P
%981 Insulin human mo iu/a mL + Isophane insulin eo iU/@ ML suspension for injection,

o ml /cartridge (GPU : esllociedin)
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e Yaan(Cartridge) UsEnausiedaen insulin human (soluble insulin} 388
Avmo WAg Isophane insulin § 088 wo (§MI1d 71U ma) oo iu/ml
suspension for injection

U31199 o 088807 ( moo unit) / cartridge(iaan)
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m.e Specification of finish product ()

@. Ildentification AT

. Assay d&.o - mod.o % labeted amount of insutin human
o. Zinc content o.0l- o.o& mg for each @oo USP insulin human units
&. Limit of high molecular NMT en.o%

weight proteins

& pH .0 — 0.6

. Bacterial endotoxins NMT o USP Endotoxin Units/@oo USP insulin human
units

o. Sterility test AT

. Preservative Complied with specification

a.lo Drug substance specification
_ 819%3n970 recombinant -human insulin ABUARINANTINTIA residual host cell

DNA @ residuatl host cell protein
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o, Bacterial endotoxin
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m.a Finished product specification: @)X (gg)

AnFuimavaia | USP wolm

. lron NMT & ppm -

. Heavy metals NMT @c ppm -

. Sterility NI ATV

«. Volume in container NI ATIRTY
(@)(i)

m.o Drug substance specification:

@. Identification AT ATITH

o, Assay &0 — @oo.&% of Sodium ®el.o ~ @oo.d% of Sodium
chloride {(Dried basis) chloride (Dried basis}

;. Appearance of solution | Clear and colorless Clear and colorless

. Acidity or alkalinity ATITNIU RITAHIY

&. Bromides NMT @co ppm Maximum eoo ppm

. Ferrocyanides AT ATV

o, lodides AT B3

&. Nitrites NMT o.06 RN

&, Phosphates NMT lo& ppm NMT o& ppm

@o. Sulphates NMT boo ppm NMT woo ppm

@a@. Aluminum NMT oo ppm NMT o.le ppm

@l Arsenic NMT @ ppm NMT @ ppm

@a. Barium AFIVY #5996

ad. ron NMT & ppm NMT o ppm

ad. Magnesium and NMT @oco ppm NMT @oo ppm

alkaline earth metals

@bo. Loss on drying NMT o.& % Maximum o.& %

@ed. Bacterial endotoxins | AR Less than & 1U/g

@cs. Potassium NMT &oo ppm NMT &oo ppm

ac. Sterility tests AT ATITHU
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