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| _ 30.11.2017, uneoiic Ao Q0017816 om 1] 09.2018

AEKJIAPALIMSI O COOTBETCTBHM

AEKJAPAHT, [IPMHUMAIOL M AERJIAPAITHIO O COOTBETCTRHH §

! 3’{:;)wucmpupoemm - Mexcpaiionnan uienexyus Dedeparbnoi narosoeod cnoictnr Ne 46 no 2 Mockee O PII

1057746834420 om 04. 05.2003

Adpec 127994, o Mockea, ya. Teeperas, 0. 18 Kopn. L, kabunem 609. Tereqhon: 8(4 95)694-33-79.

- Hdosepennoe auyo: Caepmos KT

B auye Tenepaivnmii oupermop Canoun Heea

Hosepennocms: No 90 om 12 07.2018.. |

| BASIBJISIET, YTO

Aekapemeenioe cpedemeo: Mempooun, pacmeop 048 suympueennozo eeedenus 5 M 100 s, ghaaronn
noadmenosee (1), obepnixcu us ACHONH020 Mamepucaia (1), nauxy kapmaonnwte, pea No 1 NOT1666/0] om
07.06.2010 (dama savenw 19, 05.2017) sordano K Dapyaceiomuxas Hadopamopus (Omoesenye Preipstoi
Ao B Kevuranre ano Dapyacsromuxare Jma), cepus HX8404, napmus 37763 Ynarosax, 2odeit do 31.07.202],

| ipoussodemea Owux Dapuacsiomurean Hadopamopus (Omoenenye dupnier e, 5. Kestukane sno
- Papyacsiomuraac o), Huoun, Unigue Pharmacewtical Laboratories (4 Division of J.B. Chemicals &

Pharmaceuticals Lid), Plot No. 4, Phase IV G 1D, C. Industrial Area, Panoli- 394 ]} 6. Gujarat State Disy -
Bharuch India, koo OK, T2 21.20.10.190, koo TH B 3004900002, Ronmparm Ne UPL/OOOA3-2017 om

- COOTBETCTBYET TPEBORBAHUSIM
| LINGII666/01-100517

AEKJIAPALLUSI IIPHHSITA HA OCHOBAHUH

| IN.DMI1.C75739 om 02.11.2018

Rpomoxos ucnvimanuit No 25760/3 om 01112018 HIT OO0 "Konmpoasno-anarumumecras aatopamopus £
DAPMAHATHZ" ammeeman arspedumayu POCC RU.0001.21pAf 12. Cepmughuram POCC |

| JAATA HPHHSITHSI AEKJIAPAIIMH 02.17.2078

JEKJIAPAIIM S AEHCTBHUTENLHA A0 31.07.2021
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| OTBETCTBEHHOCTHIO "POPAMA I KAYECTBA", aopec opeanuzayuu ; 109428, 2. Mockea, 1-wtir Buzoscrui ‘ :

npoesd, o. 5, emp. I, adpec Opedna no cepmuduraynn: 127282, Mockea, yi. Yepyusncran, o. 2, cmp, 7
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UNIQUE PHARM ACELTICAL LABORATORIES
TOHIK @APMACBIOTHKA L IALOPATOPHS
(A division of' «J. B. Chemicals & Pharmaceuticals 1.1
(O acaese dnpa « e, b Kesuiaie ama Gapmackorikane Aran)
Bopai, Myudai 400 030, Mty - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAIH3A
QUALITY CONTROL DEPARTMEN]

OTAEN KOHTPONSE KAYECTBA

NAME OF THE PRODUCT METROGYL" 100 m| bottle BATCHN:  11x8404
HAMMEHOBAHI(L: (Solution for intravenous injection 5 mg/ml) R
IPETIAPAT A METPOTHA" 100 yma haaron
(PACTBOP 49 BUY TpHBenIONO BBCICHIA 5 Mr/aa)
MANUFACTURED 082018 REPORT N 17TFPIS002126
HPOMIBEAEHO OTYET e
VALID TO 072021 DATE 20/08/2018
FOJEH IO RATA
TESTS | RESULTS ‘ STANDARDS
L MOKA3aTEAM | 1 e CTAHOAPTBI
Description i [ A clear colourless 1o pale vellow solution
Onucanne | Coorsercrayer TpeboBatuam ! Hpospaynrii PACTBOP 0T GecupeTHoro 1o
oy B B . SRETIO-KeTOrO U !
[ Identification o ]
Hoamunoer s i ]
A, Metronidasole | Keeps requirements | The retention time of the major peak in the
! : chromatogram of the sample solution
| should correspond to peak of
| | metronidazole in the chromatogram of the
J: standard solution
A Metponisaason i Buiiepwnsaer tpedonany | Bpeua YACPAHUBAHUE OCHOBHOFO 1K Ha
i | XPOMBTOIPAMME  HCTIBITYEMOTD  pacy BOPa
i | ADAKHO COOTHETCTRORATY BpeMetHy
5 ‘!_\:chmm;:mux HEL MCTPOHMAA3ONa 1
| ApOMATOrpaMME CranapTHE O pactuopa.
B Sodium Keeps requirements | Formation of dence white precipitate with
: Csulution of potassium pyroantimonate,
b. Harpuit ! Briaepwusacet tpeonanmg | OGpasopanse IA0THOTY  OCanka Gesoro

PUBETH ¢ gy AHPOAHTHMOHATA
| PACTBOPOM,
C. Chiorides Keeps requirements Ei‘m'mation of white curd-like precipitate
‘ with solution of silver nitraze.
Obpasopane  Geaaro TBOPOIKHCTOro
OCAIKY € pACTBOPOM cepelpa HitTpaTa,

|
C. Xaopi | Buaepxusaer rpedopang
|

Extractable Volume J 102.83 m} F Not less than nominal (100 mi)
Hisnekaemuiit o61eu | 102.83 va | He smenee HOMUHAIHOTO (100 vy)
o I [ —
pH | 4

¢ i
Slé'r-i"l‘iil_\ ) i Sterile I'The snl_u?mhall be sterile
CrepuabiocTs Crepuanimii Pactrop aomken Gnirs ¢ TE¢PILIHLIM

e
Less than 0,35 1L per I mg

. Loy i :
Bacrerial Endotoxins Not more than 0.35 EU per 1 mg of

i i metronidazole
bakrepuansisie snaororcuin Menee 035 ED pa | ay r He Gonee 0.35 ED wa 1 wr METPOHH R3O

i

i
Anomalous toxicity | Nomtoxic [ The solution shoald benon-toxic |
AHOMAABHAN TOKCHYHOCTL i Heroxcnauwii [ Pacteop nonken Gty HETORC Y H LA
e | — — s

Crpannia 1 u3 3
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UNIQUE PHARMACELUTICAL LABORATORIES
HIHHK DAPMACBIOTHKAL 14 BOPATOPH3
iAdivision of «J. B. Chemicals & Pharmaceuticals 1id v
(Oracaenne dupyvst </, § Kesugaae s Qupaacnioriane frasy
Bopais, Mymaii 400 030, Mz - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMEN]

OTIEA KOHIPOISA KAYECTBA

NAME OF THE PRODUCT METROGYL" 100 ml bottle 5“} HA T 11X8404
HAHMEHOBAHHE (Solution for intravenous injection S mg/mi) CERE R
MPENAPAT A METPOIMIT" 100 ma daawon
(pacTsop aust sy IpuBennoro sscacHis 5 mris)
MANUFACTURED: 082018 REPORT N 17FP 18002126
HPOHIBEAEHO OTYET Ne
VALID TO 07/2021 DATE 20/08/2018
FOJEH A0 AATA
J RESULTS | STANDARDS
) PE3YILTATHI L CTAHIAPTBI
Mexamitieckue sruiovenny | f
Visible | Absem | Particulate contantination should be absent
| by visual inspection
Bianmuie i Orevrersyior Mexaniueckue  pronovenus AOTKHbE
i i OTCVICTBORATH HpH BHIVATHHOM KOHTpOIC
Invisible ‘ Particles = 10 um: | Particles > 10 microns-not more than 6000
0 per container | per container.
Particles = 25 pm: {Particles > 25 microns-not more than 600
| 0 per container . per container,
Hewianmue l Hactiust 2 10 aukpon: Hactinust 2 10 sukpod-ne Sonee 6000
! 0/ dnaxon ‘haakon
i Yactuuer = 23 MHKDOH: | Hacrimm > 25 MHKPOH-He Gonee 600
______ — L L |(ppion s
Colour - Does not exceed the reference standard  The color of the solution should not exceed
| GY; the reference standard GY,
Wsernocts He npesbiusacrt stanon GY; Oxpacxa pacteopa He a1 NPEBBIIETS

| e | 2Tan0H GY —
| Keeps requirements The solution should be clear or the

Ipospasnocts [ opalescence of the solution should not
exceed the opalescence of reference
suspension [
Boizaepsxusaer tpeosanig Pacteop aosken Guith NPO3PAYHBLIN HaK

| onastecueHUIs pacTBOpE He AomKHa
| [IPEBBILIAT OHAICCUSHLMIO YTi10Hz |,

Clarity

impurities 0.03 % ! Tinidadazole related compound A — NMT
[ 0.15%
0.03 % | Anv other unidentified impurity -~ NMT
L 0.15%
0.05 % . Total impurities - NMT 1.0 %
Poacrsennbie npustecy ; | Poactsenuan IPUMECh A THHMAA30MA — He
 bogee 0,15 %
| Ilodas Ap¥rast  HewACHTHMUNPOBatas
HpHMech — e Dosee (0,15 9
Cymma npumeceii - ne Gonee 1,0 %
The optical density of the rest solution at a
wavelength of 524 nm shall not exceed
that of the standard solutjon,
OH THYeCKad HIOTHOCT HCIIbE ryeMorg
PACTBOPA nmpu Anmue BONL 524 UM ue
A0 Ha HPEBLILATEL t‘tﬂTll‘lCL‘K)'R}

- o o i TOTHOCTH CTAHIAPTHOTO pacTBopa.
Crpanuua 2 u3 3
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EUNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHRAL JIABOPA TOPH3
(A division ol o] B Chemicals & Pharmaceuticals Lid.»y
(OneneHne Pupuni il B. Kesuraae mwia Dapyacniorikaze T
Bopan, Mymoait 400 030, Hivum - Worli, Mumbai 400 030, Indis

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT

OTAEIL KOHTPOIIA KAYECTBA

NAME OF THE PRODUCT METROGYL" 100 ml bottle lg.«\i)r. HNe1IX8404
HAMMEHOBANME (Solution for intravenous injection 5 mg/ml) Chenam
NPEIAPATA METPOTHII® 100 ma thaakon
(PACTBOP A5 BUYTPHBEHHOIO BBCLCHIS S ML)
MANUFACTURED U8/2018 REPORT M [7FPIS002126
TTPOMBBLE AEHO: OTHET Ne
! 07/2021 U:IT H 20/08/2018
TESTS RESULTS | STANDARDS
B HNOKA3ATEIH PEIYAbTATHI ! o CTAHIAPTBI R

Assay of Metronidazole 100.6 % ie. 5,03 mg'ml [90.0- 1100 % of the label claim , i.e. 4.5
Kommecreenioe Coaepanme | i55 mg/ml
Merponugasona i 100.6 % 1.6, 5.03 mrivma 190,0-110,0 % ot HOMHHAALHOTO

‘ LcoaepEanna, t.e. 4.5 - 3.5 mr/iva
Assay of Sodium chloride 99.4 % ie. 7.85] mgml 95.0 - 103.0 % of the label claim, Le. 7.503
Koansectoennoe conepiarme i - 8.295 mg/ml
Harpua xaopiaa ! 99,4 % e 7.851 mr/un 95,0 - 105,0 % o1 HoMuEATbHOTO

conepkanus, r.e. 7,505 — 8.295 mr/umn

The above sz:ngﬁlewcomplics with Eﬁgﬁrescrihédéfé;;i&'&;'ds ol‘quaﬁ& o " T
BEJILUC_VKLQ,SCIHHEI il ni'}pa:wu COUEHL’TCFH_\ €T VCTAHOBASHHLIM CTEIHH‘dP"EiiM KavyecTna ’«é)): i)j x

QUALITY CONTROL MANAGER
MEHEIKEP 11O KOHTPOTIO) KAY ECTBA

/
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