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ZHEJIANG NHU PHARMACEUTICAL CO.,LTD
ik BRLHMNE EREFHEAFTERK
ADD: Hangzhou Bay Shangyu Economic and Technological Development Area, Zhejiang Province,China.

H11E Tel: (+86-575)86039932

{4 5 Fax: (+86-0575)86165366
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P 5 %% Product Name D-4£4% D-Biotin | P4t ProductCode | SPVHOI

P25 ¥R Sample Source AN ] 4 7= B # Manufacture | 2023/02/27

fit. & BatchNo. 0523020028 % M Test Date 2023/03/01

¥ & Quantity 720kgs {25 Expiry Date 36 months

FE98 4 Test Standard USP2022

HIRTE Items FRAERLSE Specifications Kr36 45 i Results

L SNILA BeaEEXAASHERE G

ppearance : Ehe : .
White to whitelike crystalline powder Qualified

2 %7 Identification FEfF 4R Should meet the requirements A1 Qualified

3 @it Assay(HPLC) 97.5%~102% 99.9%

4 %M Loss on drying <0.2% 0.07%

5 tEEEN/E Specific Rotation +89.0°~+93.0° +90.5°

6 $%s5 Melting range (°C) 229°C~232°C 229.8~230.8°C

7 BUNEEE Ash <0.1% 0.06%

8 I5 R R R mﬁﬁiﬁrﬁ bl P i oy
T — Solution clarity and the samples should be light in Qualified

color standard

9 W& C(ELPbit) Heavy Metals* <10 mg/kg (Test once every six months) <10 mg/kg

10 # C(BAPbit) Lead <2 mg/kg 0.07mg/kg

11 B & (LA As i) Arsenic <1 mg/kg 0.11mg/kg

12 H4~Zf (HPLC) Single impurities | <1.0% 0.3%

13 B (HPLC) Total impurities <2.0% 0.8%

14 TWigk 5% Total number of colonies* | <1000cfu/g(:4E#2 ) (Test once every six months) | <1000cfu/g

15 B EFEEE Moulds and yeast* <100cfu/g (3£EHE) (Test once every six months) | <<100cfu/g

16 5 KR EKR* At (1g) Not be detected (1g) kA
Diarrheogenic Escherichia coli (44 ) (Test once every six months) Not detected

17 ¥b171E s A% (10g) Not be detected (10g) FHH
Salmonella (3:4EH) (Test once every six months) Not detected

Z Conclusion: 785454 USP2022 #74E Conform to USP2022standard
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