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Pasmep.cepan: / Batch size: 450 000 Tadn./ tabl.

T Komnuecrao ynaxosok: / Number of packs: 16071

0i¢ POTHOCTI: f‘E_xp _‘t}ate 06,2018

o 18.03.2019

Ne /it Tapaserpu Cnemaq;lmaunﬂ PesynnuraThl
Sr N | Tests Specifications Observations
| Onnrcaitiie ;-'prmare JBOAKOBLIY KNSIE: ’ra"dnenn, 1 Coorpercrsyer
‘TOXpHITHE | 0BONOUKOH PO3OBOrO  LUBETE €
THCHENHEM «10» na ool cTopoNe.
Description Pink; circular, biconyex film coated tablets Complies
- with*10” embossed on one:side and plain on
. theother side. .
2 Maentuduraias " Bpemena ynepRUBAHHA OCHOBHOrO muaka na.| Coovsercrnyer
XPOMATOFpPAMMAX NChBINYemo20 pacmeopa,
nonyHeHaai npw CKOAHECTBEHHOM
onpenerienut,  HOWKHO  €OBAMATL €O
BpEMEHEM. YACPIKHBAHHA OCHOBHOTO NUKA Ha
XPOMETOLPAMME. PACHIBOPA CPUSHENUA, ;
Identification | In the Assay, the principal peak in the | Complies
chromatogram obtained With rest solution has.
the same-retention fime.as the ptmcxpai ‘peak:
in- the ‘chromatogram obtained with standard
. solution.
3 OpnioporiocTs nozuposannsix | AV < L1 (L1=150) “L1=6,47
-EARAHD, :
Uniformity of desage units LAV L {LI=150). L1=6.47
4 PacnaaaemocTs He Gonce T 03 mMun. 24 cex. g
Disintegration N i 03 min. 24 sec.
5 Pacraopenne Ho Mertee 75 % (Q) 2 30 M, 99,9 %
| Dissolution. NLT 75 % (Q) in 30 min. 99.9 %
6 ConyreTBylonse NPHMEcH; o '
Kan ol npamMeck ‘He 6onee 1,0 %. 0,249 %
‘Cymmel npumecali | He Gonee:3,0 %. 0,529 %
Related substances:
Any single impurity I NMT 1.0 %. 0.249 %
Total of impurities NMT3.0 %. 0.529 %
8 ‘Koaudecraennoe, enpenencuue: 1 09,5 mr 0 10,5 mr ampnaaamna 9,815 mrirabn.
I rabaerka, NOKPhITAR (95 %% — 105 % o7 3as8AcHHOrO KoaKuecTea). | (98,15 %)
COOHOMKON, ConepskuT 10 Mr
ATOPBACTATHIA
‘Assay: Each film coated tablet | 9.5 mg'to 10.5 mg of Atorvastatin 9.815 my/tabl.
contains 10 mg of Atofvastating | (95 % ~105% of labeled elaim) (98.15 %)
FP/SRS:LS Crpanmua Neo 1 a2
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Vipannn, 40020, Eymby, ya1. Crpatinna, 54,
Ten: 438 (0542) T746 10, e barc: 7746 11 Kusum Pharm
U Nen/n Mapamerps Crrennpitganus
Sr. No. Tests _Specifications
9
Mukpoebuonoruieckasn
SHCTOTA:
g | r-npemapata donyckacrcs
ODIIEE YHENO BIPOOHBIX ‘
Mukpoopranusmos{ TAMC): ue Gonee 107 KOE/r; | menee 50 KOET;
OIS THEIO APOAIKDELIX H
| necherix rpitos (TYMCY: | ye 6once 10% KOE/ - menee 50 KOE/r,
Gakrepun Lycherichia.coli { HejionyckaeTcs sianuyme s 1r, _ Escherichia coli —
' OTCYECTHYCT B 11
,Mlcmblolog:cai purity: _
‘Total bactéria per g NMT 10° CFU/g: <50 CFU/e,
| Total: fungi per g NMT 10% CFU /g, <50 CFU/e.
Escherichia-coli per g Miuist be absent perl g Escherichia coli is.absent-per
_ S g

SAKJIOUEHME: nponykT npousBencH, YIakoBaH u- NPOTECTHPOBAH B COOTBLTCTBHY G TPEBOBANLAMI  PEIICTPALHOBHOTO
cpuaeTensetsa, Orseuaet tpebosanusM u crannaptam GMP. Cepruguicar Ne 067/2014/SAUMP/GMP

CONCLUSION: the product is manufactured, packed and dnalyzed as per Registration Certificate requirements, It complies
with GME stanclards and requiremerits. Certificate No. 067/2014/SAUMP/GMP

JIuilensua:Ha TROBIBORCTRO NekapeTReLIX cpenete: Cépas AB- N 598054

Licerice for medical products production: _ Batch AB No. 598054
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X uai K- A HTHE; " 3as. naﬁopa@p:ueﬁbkl{f: T Hasanenic OKK: Hasasm ik U\Qi\
Analyst: /5} - In charge of QC lab.: QCHead: , QA Head \,\‘p e

Hara: 4}9 59‘5’ - .,D,ara: \U} 6A \§ - Jlava: *A 7 1 - | Hara: \\%\\I{
Date: 7% % / Y| Date: ‘)3 Date; 2807, 15 | Date: 7

(CApannta Ne: 243 2
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