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FOTOBBIA POAYKT

CEPTHOHKAT AHAJIU3A

Hanmenosaine npoaykia: Meponenes nopomok

| Ynakoska

aas unsernit GCHIA 1,0 ¢

Howep ceprn [ - T™M8050419
|04/ 2019

Hava npomsnsogerna

| A.R. No.
| Pazsep cepun

165, 0 kr

- MU/EP/P/19/020

| :03/2021
: 24 mecsua

Cpox roanoectn
Cpok xpanenns

© 30 ma dnakeib Gecunernoro

240101 daakon
:22.04.2019
s SPAEFPIP/007

Mdara Beinycka
Coeundnranns

| Buywennoe kos-po
i
|

| creraa, ®CIHA Tun 1 ‘

1. Onucanne

TECT

HOPMA

-l

Beantii nian sentonatiiii nopoiwok.

| 2. Pactsopumocts

g PE3VIBTAT

benwtit nopowox,

Pacrsopum 8 Boae s unbekunii; 8 0,0%
PacTBOPE HATPHA XJopiLia; 8 5-10% pacteopax
ACRCTpO3bE, B 0,02% pacTBope Hatpua

| HApOKApOONATA: B PUCTEOPE, CONCpRaALeM %

Aekerposbt ¥ 0,225% Hatpus xaopiia; B
pacteope, coacpikamesm 5% nexctposni 1 0,15%
Katna xnopuaa; 8 2.5% i 10% pacrsopax

| mannntona.

| CoorpercTnyer

3. Hornuunocts
3.1 BOKX

3.2 Kauecrsennan peakuns b
Ha HATPHE

3.3. KauecrseHHan peakuua A
Ha KapboHaTh

Bpems yaep:kHBaHUA OCHOBHOTO MHKa Ha
XPOMATOrPAMME HCTILITYEMOTO PACTBOPA
AONKHO COOTBETCTBORATH BPCMCHH
YACPAHBAHHA 111K MEPONIEHEMA Ha
XPOMATOrpaMMe PACTROPA CTAHAAPTHONQ
obpasua meponenema.

IonokurensHas
Beuaenenite yriekucnoroe rasa, kotopeiii

odpasyer Gesblil 0ca10K NIPH NPONYCKAaHIK
HEPE3 MIBECTKOBYH) BOJLY

Cootnercrover

CU(']‘I'HL‘."I'CTB_\‘C‘I

CooTBeTCTBYET

4. Cpeansis smacca  coaepnmoro
(haaxola 4 oTKIONCHNHE OT cpemic
MUCCh

B coorsercrsnm ¢ rpeGonanusam,
Or 1281 210 1415 12 1.348r (4/- §%)

1.36920

5. Hpospaunoers

5% pactuop npenapara J0mKen OLiTh MPOIPAtILIM 10

| CPaBNCHMID ¢ BOAOH IS HIFLCK LM,

I Coutnerginyer

U6 Hnernoers

5% pacraop  npenapara
cpagiieitne ¢ yranonom Y3

JUMIKCH  BBLICPWHRIT L

Coorsercrayer

[ 7. pH (3% pacreop)

Or73 1083

7.94

8. Mexanuueckue Binoyeins |
I'd X1

lnponefickan ©
(Mugkpockonnieernii vMe1o)

Llpu Busyanunom konrpose 5% pacreopa npenapara
HJ TEMHOM 1 CBETIOM (pONE MEXBHNNECKHE
BEJHOYCHHA A0 HBL OTCVICTBOBATL

CooTnererayer

Mexannueckux BEJUOUCHRI, HEBIIHMLIN | CooTneTernyet
HCBOOPYARCHHLIM IIIAI0OM 10/KHO GbITh:
< MacTMi ¢ pasmepoM > 10 MrM - ne Bonec

G000/ prakon
= YACTHIL ¢ pasMepos > 25 akm — nic Goiiee
600/ daakon

Cip. 1

Hpencrasurennerso B Poceun:

119334 Mocxksa, Jlennncknii npocnext, 1. 45, oduc 495-496

Ten.: (495) 935-72-06/07: daxe: (499) 135-13-96; e-mail: marvel@tsr.ru
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FINISHED PRODUCT

CERTIFICATE OF ANALYSIS

M. J. BIOPHARM PRIVATE LIMITED

. : s
FéABlE OF PRODUCT MEROPENEM FOR INJECTION USP 1.0 g
} Batch No. TM8050419 A.R. No. M/EP/P/19/020 |
5 Mfg. Date (04/2019 Batch Size 05.0 Kgs. }
i Exp. Date 03/2021 Release Quantity 40101 Vials. i
} }
1 Shelf Life 24 Months Released Date 22.04.2019 l
| Packing f}?p:’: vials of clear glass, USP'| o o¢ specification No. SP/VFPIPIO0T }
o TEST STANDARD | RESULT
E 8 | Particulate Matters ‘ i
| S T : " o
E Russian State Pharmacopoeia At visual mspectnm of 5% solution of the drug .
{ X against dark and light background all visual maters Complies |
| [ should be absent ;
1 | The content of invisible matters to the naked eye: , .
‘l : European Pharmacopoeia | Particles with a size = 10u: Not more than 6000 | .
| . . . articles. i '
‘ | (By Microscopic Method) RS Catplies
! i Particles with a size 2 25 Not more than 600
i_ j o | particles. - B
: 9.1 Impurity with a relative retention time of 0.45
§ e L WIS Not Detected
(For meropenem) - Not more than 0.8%.
9.2 Impurity with relative retention time of 1.9 0.01%
1 B . (]
| 9 ! Related Substances (For meropenem) - Not more than 0.6%. |
9.3 The content of any other unidentified impurity - |
: X 0.18 % |
; Not more than 0.5%. ) !
, 9.4 Total Impurity Content - Not more than 1.5%. “0.28%
.10 | Water Content %
i SIS S ey —
. ! T , ; i |
' Russian State Phanmacopoela ’ ‘
! . F 11.41c 13.4%. ‘ ' 12.69 %
X1 K. Fischer Method o ¢ ’ i ! ‘
. L
Il | Residual Organic Solvents | The content of acetone /-1 !;O\rl ,q. N 0.0029 %
T 'Pﬂh\{ B
12 | Complies

Pyrogenicity

"\
The drug should be aa&fﬁg‘é&c{f;ﬁn \.-\ N

AL~ iah

Bacterial Endoxoxins
1

QD’\fj 039 F2: O

' Not more than 0.125 %L{E@T{g efehc drug

%b\?

9 < 0.!'2.5 EU/mg.

. maasa — \a\\’
f’,." i \l\ sy -
<#‘g.fw\\1» Page 2 of 3

Factory Address : L- 7, MLL D C. Indl Arca, Taloja, Dist. Ratgnd 410 20‘3 India. Tel: (91-22) 27402331, 27410956/0770 Fax: (91-22) 17402311
Read. Office 1 113, Jolly MaKer Chabers No. 2, Nariman Point, Munibai- 400 021, Makarashtea, [ndia. Tel: (91-22) 61454000 (8 Lines).
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M. Jx. buogpapm Ilpaiisar Jlumure)
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M./Lk. BHOMAPM IlsT. JITa.
Taaomxa, Hasn-Mymoaii-410 208 (Huaus)
IrOTOBBIA NPOAYKT

CEPTHOMKAT AHAJIM3A
Humvenosanne npoayxra: Meponenem nopomox aas nabexmnii @CIIA 1.0 v

" Howmep cepun TM8050419 AR No. MJ/FP/P/19/020
| laTa nponIBoAcTBa 04/2019 | Pasmep cepiti 65,0 kr
CpoK TOAROCTH . 0372021 |

i
|
24 mecaia |
230 ma daxonnt Gecupernoro
crexaa, DCIA Tun |
:

Cpor xpancuns
Vnarkonka

Jlara BRINyCKA :22.04.2019

i .

Boymenioe Koi-Bo ! 40101 daakon
|

|
Crneundurauns ‘ - SPAVFP/P/O0T

TECT | HOPMA PE3Y.IBTAT
9. POACTREHIRE NPHMCCH | 9.1 Tpumech ¢ OTHOCHTEIBLILIM BPCMCHEM e ofRapyxcio
yaepwisanns 0,45 (no meponenemy)- ne Gonee 0.8%:
9.2 1puMech ¢ OTHOCHTRILILIM BpEMCHEM 0.01%
yilepskrBania 1,9 (no seponenemy)- ie Golee 0,6%!
9.3 Coaepsxanne nobolt apyroi 0,18%
| HEHIEHTHHIMPOBAIHON ipiMecy — ke Honee 1,5%
| 9.4 Cymmapiioe conepsanme npumeceii — ne Gonce 0.28%
| | 1,5% |
10 Boaa T
. O1 11.4% 10 13.4% 12,69%
[ X1 Metoa K. dumepa ! " i
1. OCTaTOMHBIC OPralHYeCcKne 4 ;
o L P > Cosepxanue anerona - ne Goxee 0.1%. 0.0029%
L PACTROPUTEIH ) -
[ 12. TInporennoct [Mpenapat nomxen OLITL ANHPOICHHBIM
| 14 Hupore ’ A P CooTneTCIBYCI

B |
I 13, Bakr alh . \ | s fonee 25 ED/ ¥
13, Bakrepstithibie HLI0TORCHILI He Gonee 0,125 ED/1 mr npenapara G138 B s

I
\
| e,

14, TORCHUHOCTD

fIpenapar A07KCH OLITL HETOKCHMHNBIM

Coorsercrayer

KE Harpuii

Coaepwanue Harpus 8 npenapate o1 3 10 8 %

6,8 %

1 6. KOJIHHCCTRCHHOS Onpeieienne,

Conepwanue meponenema B 1 drakone - o1 0.9 1o
LT

1,034 7

|
|
| BORX
1
|

MPHMEYAHHE: OGpajeil cooTBCTCTRYET HPEAIIHCAINIRIM CTANIAPTAM KauecTha & cooTReTcThin ¢ USP. seTonmkof (puprbl,
HOPMATHBION CHEIMPHEALMCH,

Attaans nposeln

{HOAITHCE)
Cvitor Conarann
Huenexrop OKK
22.04.2019

Cm. 2

I1ponepeno:

TI0UTHCh )

Cudabpar Ian

Cr. unenexrop OKK
22.04.2019

Ipeacrasurenserso B Poccnn:

Vanep#icno.

(LOAIHC)
Uipupanr xaaraph
Hasansnuk OKK
22.04.2019

119334 Mocksa, Jlenunckuit npocncekT, 1. 45, odme 495-496
Ten.: (495) 935-72-06/07; akc: (499) 135-13-96; ¢-mail: marvel@tsr.ru




