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NEKJAPAIIASI O COOTBETCTBHH

CsepeHuA O 3aaBuTENE:
AKUMOHEPHOE OBLLECTBO "HAYYHO-NPOMU3BOACT BEHHbIW LIEHTP "3Nb®A", (AO HNL "3nbda"),
WHCneKuua deaepanbHoi Hanorosoi caymber Ne23 no r. Mockee, OrPH: 1027739651147 ot 28.11.2002 r,, agpec:

115088, POCCHS, ropoa MockBea, yn. Yrpewckan, .14, cTp.2, opuc 201
Tenedon: (495)679-89-60, pawe: (495) 679-89-61
B nuue: Aupektopa Borutosa M. M

CpefeHHs 0 NPOAYKIHM:

Tnenenem“’, NOPOLWOK ANA NPUrOTOBAEHWA pacTBopa ANA WHGy3ui 500 mr+500 mr, dnakoHbl (1),
Nayk1 KapTOHHbIE, per. ya, N /IN-002930 or 30.03.2015 (Aata nepeopopmneHns PY 20.11.2017),
BbigaHo AO HNMLU "3Nb®A", Poccua, cepua PRS-1913, roaeH ao: 31.05.2022, naptua: 21300
ynakoBok. KoHTpakr N2 ELF/AX-1501/2019 ot 15.01.2019 r., uHBoiic N2 24/19-20 o7 23.09.2019 .
Koa THB3/, 3004200002, Koa OKMA2 21.20.10.191

UsrotosuTennb:
_ 3nbda Nabopatopus, WMnauna/Elfa Laboratories, India, Plot no. 92-93, Sector-3, HSIIDC, Industrial
Area, Karnal-132001, (Haryana), ctpaHa: MHaua

COOTBETCTBYET TPEEOBAHUAM:
N 002930-300315, u3m. Nel-3

Deknapauva NPUHATa HA OCHOBaHWHK: Ceptndukat cootseTcTBUA B Ccteme ceptuduraumm FOCT P Ne GMPEU
RU.001.L.0042 o1 05.12.2016 r. OpraH no ceptuduraummn OAO "BHUUC", atrecrar akkpegmraumm: RA.RU.13UC11

Darta npuHAaTMA geknapaymu: 13.11.2019

Qexnapauuna 0 COOTBETCTBUH AeiAcTBUTeAbHA A0: 31.05.2022

CBeﬂEHHﬂ 0 PCrHCTPALHH JE€KJIaDALIHH 0 COOTBETCTBHH
3apeructpuposaHa ®eaepanbHoit caywBoit no akkpeauTauuu (PocakkpeauTauus), aapec
opranusaummn: 117997, r. Mocksea, yn. Basunosa, A.7 , Ten.:+7(495) 539-26-70

Aara perncrpaymm: 13.11.2019

PerucTpauuoHHbIii HOMEp AeKNapal UK O COOTBETCTBUM: POCC RU [1-IN.PA01.A.54909/19
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T2 T [ ANALVTICAL REPORT No.: AM/FG/DI/2019/08-106
' HOMEP CEPTMOUKATA : AM/FGIDI/2019/08-106
DBATCH SIZE ; 21,796 Vi

| PA3MEP TAPTHH: 2

PRODUCT : Tiepénemd. 1000 mg °
TIPOAIYKT: Trenewen®:1000 Mr

Generic Name:, [mlpencm aitd Cilastatin:for In,]c:.,tmﬁ IODO m
nénes+ [lU‘IﬂCTﬂTHII w-m HHTEKITHA 000 Mr

"KONMMYECTBO OBPA3LIOB : 50 (¢pn)
| “DATA OF RECEIPT: 27/08/2019

* | IATA MOCTYTUIEHHS: 27/08/2019
| DATE OF REALEASE: 10/09/2019
}IAIABI:II'IVCKA 10/09/2019

CEPH No :PRS:I:
MFG. DATE: 05/2019
JIATA WITQTORJEHU: n5/2019
EXP. DATE: 04/2022

rONEH J0: 0472022 y 2 :
Fests B 'Spwl‘ cations - Resulls
nOKA3A‘rEJm 3 CHELIAPHKA LI A PE3YNILTATH]
Dcscnpnun R e C R LA hite toalmost ivh powder filled [Pale yellow powder
' clear glass vial s S0 (CoeTRO-KENThA-NOpOWIOK

Onucanue:
5 cm.m HAK CBETAD

IpOIpauHOM: CTeRNAMIOM rlmaxo

* [Constitution. ot snlunon

suld be elear, leaving residue ns un' - (Complies

(1 g dissolve in:100-m) Water for | cctm dissolved matter.. - ICooTneTeTOYET |
Bpems pacTBOpEHIN. E J_'[mmccn_tjl,m_.:npo‘_h

Kl pammpamra 100 N nom.l 3] mpacmopcuamx Hag

MHbEKILRHY - : R : ]

Identification 3 he tllmmamgram ofiilfefAssay Preparation Complies-
MomwHHHOETH . i xhibit a major pe'hk'f ipenenand Cilastatin  |CooTacTernyer

“the retention time- nl‘whrchcorrc%ponds to that in

- fthe! chrmnatogrlm ol smndard prr:pamuou
. [Bpema yaepxunilHs OCHORHLIX fHKOD Ha
[kpomaTorpamme Henfiyemoro pacToopA aonKitEl
COOTBETCTRONATh DPCMOHEM YICDKHDAIHA
o CHORHBIX TIHKOB HA XPOMITOFPaNMIXIPACTHOPA ™
ICO) #pmneHeNa H-p-pi iaTH ﬁ:(cm Ko

~ . lonpenéfeiue) : : ;
“IBetween 6.5:10 8.5 yaniidl 1708
S OT 6,5 0 85 T ed e - [.08
- ..~ [ARer reconstittion the solution:should be clcar. Complies
0CTL pieTROPH - el Ieavmg nio visible residue’ dissolved matier. - [CooTnercroyet

i GbiTh
i cpa NHEHME ©°

ITocne pac rrsopemiu
NPOIPRUIILIM, HAK m.mep K
htanonom Y6, i

Loss on drying INo more than 3,5 % R 1.95 % w/w

[101CpH 1t Macce MPH DbICYLUMBAHHK e Gonee 3,5 % a0 o ‘ 1,95 %

Particulate matter -+ [Particles’ \Vl[h size ,NL.TFO - [Complies
Coornerctuyer

IMCXauIt4CCItHE DKNIOYEIINA particles/vial ‘
bl Particles with size NLT250: NMT600. partu.!es.\ml

‘{uc'mt( pa1ncpon~> [0:MKstzne-Gonee 6000/ jnaron

25 Micat-He Gonec 600{1]::1umu

eight - Complies

. [Average filled welght and lJmlmmny
: CAHEH MacCL! Cooracreroyer

. feonteint
" [Cpeniinn Miccn co,qcp.e\nuom r]mu OH

: ommponﬂnm ROIHPOBUHHA
. [Relaled Complies =
Ponctoe __lmc r!pHMCCH LTinp s NMT 3% ICooTneTCTAYET
Eaninnnan npimect e Gonet 1%
B s 2 JO6uiak hpuMech He ﬁmee 1%
Sterility : .[Should be:sterile Sterile
CrepunnHocTy 2 - 'D,oaxrc[: BbiTs’ m‘ephnbnmt CrepuabHbf
Bacterial Endotoxing i NMT-0.17 Eu/mg’ gt e Complics
: Eux'rcpuanbmﬂe amirr‘du_‘cuuhi“ L0 fHe Boage 0, 17 ')Eh.w HMHTIEHCAIR u'uanm:m;rmm CooToercrayer
|Assay: S ULimit: 90% <115 % (450 mp-575 mg) oflabclcd 2 imipenem: 504.0 mg
- [Koanuectuennoe cn.ucp:«mme i pmount of Imipénem and Cilustatin Cilastatin: 508.0 mg,
Konepaanme: 90 % -115 % (450 m—575 m) Hmm gM: 504.0 mr
. MMHICHEMD W UHNACTATHHA 1: 508.0 mr
Packing : ¥ 1000 mg (500 mg+300 mg) of Imlpcncm und/i > omp \
Yiakouka. . . : Cilastatin for. m|cclmn i glass vial with ruh’pﬁ' M o n}
S stuppt..r and ammmum e nn »«,nl l‘m.h \-ndl uv ND’-N

'#




t i e : nucrpynuncﬁ o npmwucnmo
Shelf life B years: : Complies
_ [Cpox mmmt.m 3 -rona CoorpercTayer |
Dute: 10.09.2019

Final dlsposmcm

Appmw..dl Rejected;

Vosepacaenn s jnﬁpamnnun

Nata: 10.09.2019

/Analyst Name::
Ananisnbp:

; Mot
MoxuT

Peayaural -

“|Appraved chemist
[)nndpcmm

[PERPAK KUMAR :

. ancrcrncnmmﬂ

K2.C. In-charge




