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Mfg.:Zhejiang Medicinc Co.,Lid. Xinchang Plarmuceutical Fuclory

Add.;98 East Xinchang Dadzo Road, Xinchang,Zhejiaug 312500 P.R China

A
Product Name Vilamin < al'l-mc-u-ﬁmrplvcry%ln
Batch Na, 201202112214 Raw Material
Sample Source Plam 204 Package Drum
M. Date 2021412724 Quantity 16000.00kg
Retest Date 2024412723 Test Standard Ph.Euc /USP/FCC
ITEMS METHODS SPECIFICATIONS RESULTS
Description Visuzl Clear, colourless slightly | Clear, slightly
preenish-yellow,  Viscous,  oily geeenish-yeltow,
liquid, Ph.Ewr /JUSPFCC Viscous, oily
tiquid
Tdentiication
Optical rotation Ph.Eus.2.2.7 -0.01° ~ +0.01°, Ph.Eur. 0.00°
e | PhEur2.224 To conform, Ph.Eur USPIFCC Conform
EabiciomnSy use To conform, USP/FCC Conform
Retention time - ~ |ec To canfarmn, USPIFCC Conform
Related Substances .- .
oA~ Ph.Eur.22.28 <0.5%, Ph.Eur. <0.1%
TmpuityB | Thfur22.28 <1.5%. PhEur. 083%
Tmperiy€ - 0 Ph Lur.2.2.28 <0.5%, Ph.Eur. <0.1%
" | impurities Dand € PhEur22.28 £1.0%, Ph.Eur. <0.1%
Any other impurity PhEur2.228 <0.25%, Ph.Eur. <0.1%
ol inipuritics Ph.Cur.2.2.28 <2.5%, Ph.Eur. 0.83%
Addity . - USPFCC <1.0ml, USR/FCC 0.08mL
Residua! Solvents Ph.Eur.2.4.24 USP<467> Ta conform (In-house) Conform
Heavy metals
Pb AA <2mg/kg, FCC <0.5mgke
Arsenic ChPas22 <Imygikg(in-house) ll <lmglkg
Copper ICP-MS <35mpfkglin-house) <2mg/ke
Line 1ICP-MS <2Smp/kelin-house) <mgiky
Faltadium AA <Sppm(in-house} <dppar
Assay
Assay(Ph.Eur.) Ph.Eur.2.2.28 96.5% ~ 102.0%, Ph.Eur, 99.1%
Assay(Ph.Fur.) Ph.Eur.2.228 434.3mg  w-tocopherolly  ~| 4 4 6 . 0 m g
459, 0 a-tocopherol’g, Ph.Bur, -tocopheralg
Assay(USPFCC) Ph.Fur2,2.28 96.0% ~ 102.0%, USHECC 99.1%
Assay(USP/FCC) Ph.Eur.2.2.28 432.0mg  u-locopherolly  ~| + 4 6 . 0 mog
% 459.0mg  «-locopherol/g, a-tocapheral/g
’ USMICC
Mierobial limi'
TAMC USP<61> Ph.Hur.2.6.12 <1000culg, Phtioe ISP Certificd
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Product Nane Vi U< nll-me—rt-‘ro-:twlcrytkcmﬁ )
RBatch No. 201202152214 \ Raw Malcrial
Sample Sowrce Plant 201 Package Deum
Mig. Date 2021412424 Quantity 16000.00kg
Retest Date 202413723 Test Standard Ph.CurJUSP/FCC
ITEMS METHODS SPECIFICATIONS RESULTS
TWMC USP<61> Ph.Eur.2,6.12 £100cfulg, Ph.Eur/USP Cenlificd
- Escherichia coli USP<62> Ph.Eur.2.6.13 n.d /g, Ph.Bur JUSP Certificd
Pseudomonas acruginosa USP<62> Ph.Eur.2.6.43 n.d./g, Ph.Eur./USP Ceniificd
Staphylococcus aurcus USP<62> Ph.Eur.2.6.13 n.d /g, Ph.Eur./USP Cetified
Enterobacrerial USP<62> PhiEur.2.6,13 n.d.Jg, Ph.Car./USP Centificd
Salmonella USP<62> Ph.Eur.2.6.13 n.d/10g. Ph.Eur./USP Cenficd
Coaclusion: Conform toPl.Eur /JUSP/FCC .
Remut *1" Conduct gév‘c'l_-y tenth baich.
*Certified"indicates data oblained by statistically designed sampling audits.
=" " Material Codg:4100162 .
Reviewer: .4 Approver: = =
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Mfg.Zbejiang Medicitie Co.,Lid. Xinchang Phannacewtical Factory

Add.:98 East Xinchang Duduo Roud Xinchang, Zlwejlany 312500 1R China
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