000 «lOHUK ®PAPMACBLIOTUKAI JTABOPATOPU3»

lOpuguueckni agpec:

Poccus, Mockea 127994, yn. Teepckan, 4,18, kopnyc 1, a6. 808
Ten/thakc (495) 642-82-34, Ten, (495} 642-82-35

MHH/KIMM 7703550216/771001001 662 18 11

OlPH 1057746834420

IToaTBepKACHAE COOTBETCTBUA

BBOIHMOIO JeKAPCTEEHHOIO npenapara TPESOB&HHHM,
YCTAHOBACHHBIM [IPH €70 TOCYAAPCTREHHOIH PerfcTpalMH

Ne 260 ot 4. (%2021

Coraacno Mocranornenus Mparurerrctra PO o1 26.11.2019 Nel510 «O NIOPANKE BEG/A B CPAKAAHCKHA
0G0pOT ACKAPCTBEHHDBIX NPENAPATOB ANA MEAMITMECKOTO NPHMEHEHHY.

Toprosoe HaumeHOBAHME

METPOI'dJ1®

MexIyHAPOAHOE HEMaTeHTOBaHHOE
HaMMEeHOBaHHE (TPYIIIHPOBOYUHOE
HNH XUMUHECKOE)

Metponuaaion

Jlekapetsennas gopma

PACTBOP A HHpY Ui

Josuposka

5 mr/mn

Gopua BLITYCKA

pacteop ans undyInit S mr/mn
(akon) 100 ma x 1 (mauka kapToHHas)

Howmep cepuud T1X21093

Obnem cepun 37683

Jlara Buinycka 02/2021

loaex g0 01/2024 (31/012024)

Hanmenosanwve s anpec Unigue Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOMIBOANTENA Pharmaceuticals Ltd.), India

(Bce craanu nponssoacTaa)

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

1Ouuk Papmaceiotuxan Jlabopatopus (Otaenenne dupms «/Ix. 5. Kemukanc
3z QapMacsioTikanc JITa»), Huaua

Hunam Cenrep, Kprino “B”, 4 Jrax, Xuna Calixn Poyn, Bopin, Mym6Gaii 400
030, Mnpsn

Site address Plot Me. 4, Phase 1V, G.I1.D.C. Industrial Area, Panoli - 394 116, Dist. - Bharuch,
Anpec MPOM3IBOJACTBEHHOM India.
IUTOWIRAKH Yuacrok Ne 4, @aza IV, TWJLK. Hunactpuan Apea, [lanoms 394 116,

okpyr: Bxapyu, Huaps

Homep u aara peructpausoHHoro
YIOCTOBEPEHUSA

T NO11666/01 o7 07.06.2010 (nata 3amens PY 10.01.2020)

Homep HOpMaTHBHOR JOKYMEHTALHH

ITNO11666/01-100120

HaumeHoBanue ¥ apec acpxarens
PETHCTPALHOKHOMD YAOCTOBEPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

IOuux ®apmacwiotuxan JlaGoparopuz (Oraencuue dupmsr «k. B, Kemuxanc
3ua Qapmacsiotirane Jita.»), Hunas

Hunam Centep, Kpeino “B”, 4 Drax, Xuua Caitkn Poya, Bopan, MymGait 400
030, Haaus

OtsetcTaeHHOE NHUO AHCTPHOBIOTOpa OO0 «lOHME,
1o ceprdukauny, npukas Ne9-QJ] ot 10,08.2020 &

C ypakeunem,
Meuemxep no cepriduxannn

CmupHoBa AA.




UNIQUE PHARMACEUTICAL LABORATORIES
HHHK PAPMACLIOTHRAT TABOPATOMS
(A diviston of «b. B, Chemicals & Pharmaceuticals Lid o)
(Crruencnne dupae ol B Kesaraae sux @Gapuactoturane Hean)
Hopas, MymOai 400 030, Puana - Worli, Mumbar 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHRHKAT AHAJIHIA
QUALITY CONTRGL DEPARTMENT

OT/IEN KOHTPOJAS KAUECTBA

Nurtie of the product

Hazsauue npenapata

METROGYL" 100 mi polycthylene vial in cardboard pack
(Saletion for infusion S mg/ml)

METPOTHA™ 100 v nosrmyrracEosbii duakon B rauke
KAPTOMHO

{(pacrrop L wudyvini 5 mrisa)

Registration certificate
and date

Homep i gara PCrcrpalsoHHOro

TENOT1666/01 or 07.06.2010

YIAOCTOBCPCHAR

Hatch # HX21093

Cepua Ne

Manufactured 02/2021 Valid to 04172024
Ipousscaena Foaes 1o

Analytical Report Ne FTFPZI0A0135 Date 12/02/2021
Anagirrgueckuit Orruer No Hata

API, manufacturer of AP Metronidazole USP - Aarti Drugs Ltd., India
Haysenominne sxrnseod Merpennaason ©.CIIA - Aapra Jlpare Jra., Huans
CYOCTAHUNH, IPOHIBOLITCL

The analysis was carried out 1L NOI1666/01-100120

according to Normative document
Ananrz nunonnen no Hjil

Manufaciurer Unique Pharmaceutical Laboratories (A division of . B. Chemicals &
(All manufacturing stages) Pharmaceuticals Lid.), India

[ponzsonuron, Onuk @apaaceiorikan Jabopatopus (Orneacuue dupmen «/bs. L.
{Bee cramm npoiirocrea) Kemuxanc wa Qapmaceiorniane Jitmo), Huaus

Site address

TUIOLRIKH

Anpec npOHIBOACTBCHHON Bharuch, India.

Plot Ne, 4, Phase IV, G.LD.C. Industrial Arca, Panoli - 394 116, Dist.:

Yuacrox Ne 4, ®aza IV, NHJAK Hasacrpuan Apea, llanoan -
194 116, Oxpyr: Bxapyq, Huaus

CpoK rogHocTs

Storage Al temperature not exceed 30 °C protected from light. Don™t
XP&EIUHH&: freere.
Mpr Temneparype ne seaue 30 °C B @uMIEHIOM OT CReTA
mecre. He samopaxnpats.
Shelf life 3 years

I rosa

Crpamitia 1 s 3
Kussia



TESTS RESULTS STANDARDS

MOKAZATEH _FPEIVIALTATHI CTAHIAPTEL N

Description A clear pale yellow solution A clear colourless to pale yellow solution

Otticanne Hpospavnnii pacteop ot caerme-xentore Hpospasiii pacThop o7 Secuseroro 4o cactio-

LiseTa WEATOrO URETH

[dentification

Moamuuocss,

A, Metronidazole Keeps requirements The retention time of the major peak in the

HPLC chromatogrum of the sample solution shoutd
correspond to peak of metronidazele in the
chromatogram of the standerd solution

A Merposnzaion Bruepausaer mpefosanus Bpesa  yacpsumanya  ochownero  nuka ma

BIOAX XPOMATOIPAMME  HCOEITYEMOIO  PacTRODA  JOAHHO
COOTROTCTBOBATE  BPCMCHI  WICPRHBARMA KR
METROHRAA30A3 Ha  XPOMatoIpaMme CTUHABPTHOMD
PACTHOPA.

3, Sodium Kceps requirements Formation of dence white precipitate with solution of

Idemification potassium pyroantimonate,

reaction Busepmunaet TpeGonanis OOpasoBasbe NHOTHOMO  OCANKA BENOMD  LBeTd ¢

b. Harpuii REIHE POAHTHMOHATA PACTBOPOM,

KAMECTBRHHAR

peaKIHg

C. Chlorides Keeps requirements Formation of white curd-like precipitare with salution

Identification of silver nitrate.

reaction Beiaepausaser tpeforaning Ofipasosanie  Gea0ro  TROPORUCTOre  ocatks ©

B. Xnopwmm pacTaopos cepelpa nurpara.

KaiCCTBCH K

KLHA

pH 59 45-70

pH 45-70

Extractable 103.33 ml Not less than nominal (100 ml}

Yolume

Hamnernomuili 103,33 s He menee wommsaneroro (100 mn)

OivReM

Bacterial Less than .35 EU per | mg Not more than 0.35 EU per | mg of metronidazole

Endutoxins

bakrepuansiic Menee 035 ED ue | mr He Goace 0,35 ED ua | v serposnamon

IHAOTOKCHIILL =

Sterility Stenle The salution shall be sterile

Crepuansocts Crepnannni Pacrsop Jomen OuTh CTCPHIBHLM

Anvmalous Nen-loxic The solution should be non-toxic

toxitity Hetoxciunnii PacTeop 20 MKeH GLITH HETOKCHUItRIM

ABOMamnHan

TOKCHSHOCT "

Particulate Matter

Mexannicekue

BRMOUEHIS Absent Particulite contammation should be absent by visual

Visible OreyTerpyso inspection

Branmuie Mexanmiecxue miaonesns aomxen OICY TUTBOBATL
TIPH BHIYAIRHOM KOHTpOIe

Invisible Particles z 10 pm:

) 0 per vial [ Particles > 10 pm: average number of particles - not

Crpausina 2 13 3

Russia



Flpoapansocty,

Buaepsunaet 1pedomaing

TESTS RESULTS STANDARDS
NORASATEAN | PE3Y.IRTATHI CTAHAAPTHI
Partickes > 25 win: mare than 6000 per vial,
U per vial Particles > 25 pm: average number of particics - not
more than 600 per vial,
Henanmme Yoot 2 1) i Yacruuse = [0 MEM! CPONEe KOAHHECTEO HaCTHL -
07 umakon | e fonee 6000 ko
Yacrupt > 25 mkat: HacTitiss 2 25 MRM: CPUdHUe KOIRUCTING HucTi -
T ) 0/ hascon se Gonee 600 duaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GY; reference standard GYs
Uperiocrs He npestamact sranon GYy OxpRCka PRCTBOPA HE JONKHL UPCHBILIATE FTRH08
GY;
Clarity Keeps requirements The selution should be clear or the apalescence of the

solution should not exeeed the apaiescence of
reference suspension |

Pacraop avaac Ouith DpOspasind Ik
OFFRISCUSHINS PACTRODA HE AOMEHA IPLBLIIATE
orpecnen i sragona |,

Refoted impuritics 00z Metronidazole impurity A - NMT 01 ¢

Any other unidentified impurity - NMT (115 %
0.04 % Total timpurities ~ NMT 1.0 %

Poncracuimse [Ippuaecs A MeTpornaatona — we Goaee 0,15 %

HPHMECH 005 % Jliolai Apyrax ACHACHTMPHIBPOBANNIEY PHYMCCL
e Gonee 6,15 %

Cysma npuyecei - e Gonee 1,0 %

Nitrites Does not exceed The optical density of the test solution at a
wavelength of 524 nm shall not exceed that of the
standard solution.

Hutpures He npesmmact ONTHHECKAS IIOTHOCTE HCTIMTYCMOTG DICTROPA NpH
AuMne Boamw 524 By HC A0WKHG  DPCRBIIATR
OHTHYECKY IO IEOTHOCTS CTAHIADTHOIU PICTBUDIL

Assay of 99.6 % i.c. 4,98 mg/ml 90.0 - 110.0 % of the labe] claim . 1.e. 4.50 - 5,50

Metronidazole mg/ml

Komuectuetistos 096 % re 498 mriun G0,0 - 1 10,0 %4 0T HOMRHIUIBHOTO COHCPAAHIA,

COEPRAHNE 1.0 4,50 - 5,50 mr/mn

Assay of Sodium
chloride

99.8 % ic. 7.8%4 mgiml

5.0 - 105.0 % of the label claim,
e 7.505 - 8295 mg/ml

Komaecraentoe 99,8 % 1.e. 7,884 mrima §5,0- 115,0 % 0T HOMMUIBARHOTO COCPAAHIN,
cofepEatne T 7505 — B.295 mrivn
Harpua xnoprga
Storage Al tempernture not exceed 30 °C protected | At temperature not exceed 30 °C protected from light
conditions trom light. Don’t freeze, Dot frecze.
Yeaorun [lpu esneparype ne meame 30°Ca Hpn remneparype te stune 30 C s raupnnennog ot
Xpancuus SAUHLELCEHOM OF CBeTa MecTe, He CBeTA MecTe, He MaMopaaHin.

FAMODAKHBATS,
Shelf life 3 vears 3 years
Cpok roauoern Jroma 3 roga

Cipannua 3 us 3

Russia

The above sample complies with the preseribed standards of quality
Buineykasiitil 00pasei cooTBETCTBYET YOTAHOBICHHBIM CTARARPTAN KHYECTRA

-

oy LU B
—as tewlee?
QUALITY CONTROL MANAGER
MEHETKEP 110 KOHTPOTIO KAYECTBA




