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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMEINT

OTAE] KOHTPOAN KAYECTBA

Name of the product

Hassanme upenapara

METROGYL” 100 ml polyethylene vial in cardboard pack
(Selution for infusion 5 mg/mi)

METPOIILT® 100 ma nommrinenonwii haakon B uatike
KUPTOHHOL

(pactsop Lot wudvanii 5 sr/sa)

Registration certificate

and date

Homep u aara Peructparmonmoro
VAU TORCDEHHSE

H NUL1666/01 or 07.06.2010

Butch # TIX25160

Ceprig Ne !

Manufactured 0372021 Valid ta 0272024
Hponsseneno | Cozen no

Analytical Report Ne 17TFP21000418 Date 26/03/2021
Anamrmdeckuii Orver No Hata

APL manufacturer of AP]
Hammenosanue aktusnoit
CYBCTRHLIMIL TPOH3BOAHTEN)

Metronidazole USP - Aarti Drugs Lid., India
Metponizason ©.CLUUA - Aapra Hparc Jlra., Mg

The analysis was carried out
according to Normative document
Anames sanonnen no 1,1

T NOLI666/01-100120

Manufscturer

(All manufacturing stages)
pouasoaures

(Bee cramm npoussozctea)

Unigue Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuricals Ltd)), India

Knug Qapmacsromikar TaGoparopi (Oracenuc Gitpmbr k. b,
Kemurane yia drapMactioTkanc Jlvay), Hanus

Site address
ARPEC HPOMIBOACTBEHHO
MAAKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116, Disi.
Bharuch, India. '

Yuacrok Me 4, ®aza IV, THILK, Muaactpuan Apea, [lanonu -
394 116, Okpyr: Bxapyy, Huaus

Storage (At temperature not exceed 30 °C protected from light. Don't
Xpanenne | freeze.
pu vemneparype e suime 30 ° C B sammmensom ot chera
mecre. He saMopaskiusate.
Shelf life 13 years
Cpok rogrocts ‘3roaa
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Orisscansine

TESTS . RESULTS STANDARDS
HOKA3ZATE. 1M  PEIVALTATBI o CTAHJIAPTHI
Deseriprion A clezr pale yeliow solution A cler colourkess 10 pale vellow solution

| Lipospaninsii pacTsop 07 CBCTAU-KIIOIC

HBUE

Identificaiion
Hoamunoets
A Mcetronidazaole

HPLC

A Merponuamon |
B3AX

Keeps requiremonts

Bulaepausaer rpefiosanns

Flpospassnll pacTeep 0T GeCUBSCTHOTO S0 CHRITNID-
HEITOIG UBCTE

T he retention time of the major peak in the
chromatogram of the sample solution sheuld
correspond to peak of metronidazole in the
chrematogram of the standard solution

Bpesa  yaopwiBaHu®  oCHOBHONC  OHEZ  Ha
XPOMATOIPAMME  HCHAITYOMOPQ  POCTBODE  JOVIRHO

COOTRCTCTBOBATh  BPEMSUH  VACDKHBIHAA  [IHR2
METPOHMAAS0NE HA XPOMATOIPEAMME  CTALEHDIHOTO
pacTBOpY.
3. Sodium Keeps requirements Formation of dence white precipitate with solution of
dentification polassium pyroantimonate,
reaction Buaepaisaer tpeloranns Obpazosanie mavikoro ocagka 0eaoro upera ¢
B. Harpuit | KU OHPOATTEUMONATE PACTBOPOM.
Ka4CCTRCHHAR |
pegKiHs
C. Chlorides Keeps requirements - Formation of white curd-like precipitate with solution
Idenuification : of silver nitrate,
reaction Beuwepamnsacr tpebosanns  Obpazosarue  Geuoro  TROPOKHCTOTO  OCAZKE
B. Xnopuam pacTROpoM cepelpa Hiipara.
KRMECTHE AL
PEAKITN
pH 5.9 4,5-7.0
pit 4,5-7,0
.
Extractable 10317 ml Mot less than nominal {100 ml)
Volume
ManackaeMsli 103,17 ma He menee nomunaissoro (104 mn)
olbom
Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per | mg of metronidezole
Endotoxins
BakTepnanuuste Menee 035 ED ua 1 mr He Gonee 0,35 ED na 1 mr merponmaasona
FHIOTOKCHHbE
Sterility Steriie The solution shall be sterile
Crepunssocts Crepianneii Pactaop aoamen Obitb CrepiTbHBDN
Anomalous Non-texic The solution should be non-toxic
toxicity Heroxensarmi Pucteop gomken GLITh HETOKCHIHLIM
AnuManbHas
TOKCH'THUCTS . B
| Particulute Matter
Mexannucerne i
BRIOMEHHE Absent . Paniculate contamination should be absent by visual
Visible OrevIeiByion nspection
Hianmeie | Mexunieckie BKIIONSHIA JOTAKHE OLCYTCTRORATH
| TIPH BEIYAILHOM KOHIPOIE
Invisible Particles > 10 pme
7 per vial {Paricles 2 10 um: average number of particies - not
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1

Clari
Lipospaanoste

Related mpurities

GY.
He npessiuact aranon GYg

i referen

TESTS RESULTS STANDARDS
HNOKAIATETH PEIY ALTATLI i CTAHIAPTHI
Particles 2 25 um: | more than 6000 per vigl,
{ per vial Particles 2 25 pm: average number of particles < not
e than 600 per vial
Herwanssie Wacriue 2 10 s Hacrsmst 2 10 MEM° CprjiHes KRIHHSCTRO HBCTHIL -
7 durakon | me Goaee 6000 /dnaxon
Haernus 2 25 Mim: Hacrsint 2 23 MEM. CPOANCE KOOMYSUTBO Huc il -
0 7 daaod e Goaee 600 /dasroi
Colour Boes not exceed the reference standard | The color of the solution shou

ot exceed the

ce standard (&Y'

ClREpacxa pueTBopE HE A0 HE IPCBRIATS YTAT0N
GYs

Keeps requirements

Boizepacnpact 1petonatmns

The selutiop should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension |

Pactsop 0amcn Ghith 1POIPastniM Wik
GHATECUSHILIA PACTBOPE HE JGIKHE NPCBLIIATE
GHATCCHEHILI0 3TwI0HA |

.03 %

Metronidazole mmparity A = NMT 0,15 %

Any other unidentified impurity - NMT 0.15 %

Total impurities - NMT 1.0 %

Hpuseon A serpoingtasosa - se Goaee 6,13 %
Mhoban apyrad BOHACHTHDHWPOBAHHAR DPUMECE -
He Gaaee 0,15 %

Cyaaa 1 ne Gonee 1,0%

Metromdazole
KGEUI'{{?CTHCIH!UC
coaepHanie
Merponigaions

Assayof

Poacrsetnse

HpiMecH .05 %
Niwrites Does nut exceed
Hirrpuril He npesuiuaer

The optical demsity of the test solwtion @ a2
wavelength of 524 nm shali not exceed that of the
standard solution.

OUTHYCCKER RACTHOCTD HUTMTYCMOIO PECTBOPE Hpi
ANMHC  BofHel 524 MM OHC  Q0UDKHA  HPCRBINGTE
ONTHHECKYIO A0THOCTE CTRILIAPTHOIO PECIBOPL.

99.3 % 1o 497 mpml

99,5 % 1.¢. 4,97 Mrima

90.0 - 110.0 % of the label claim | ie. 4.30-- 550
mg/ml

90,0 = 1100 % 07 HOMBHATRHOTO COJCPHEHNE,
T.2. 4,50 - .50 mr/m

Assay of Sodium
chloride
Komreersentios

G9.5 % ie. 7.858 mg/ml

59,5 9% T.e. 7,858 mriva

G5.0 - 105.0 % of the label claim,
1.e 7.508 ~ 8,295 mg/ml
G5,0- 105,0 % 0T HOMHHAILHOIO COACDRUHIL,

coaepHanse | T2 7,505 - 8,295 mr/ma

Hatpus xa0puia |

Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 “C protected from light,
conditions from light. Don't frevze Don't freeze.

Yenonits Tips Temnepatype #e anige 30" C Tips Temnepatype ne srime 30 * C 8 sumnuenion of
XpancHis SALBLMEHHOM 0T CcoeTu Mecte, He csera meete. He samopasasars,

Shell Life 3 years

Cpox roasoctn 3roaa

Crpasnna 3 w3 3
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The above sample complies with the prescribed standards of quality
Brimeykasanneii 00pasell COOTHETCTYET YCTAHOBACHHLIM CTAHAAPTAM KaUCCTBY

o
R e

QUALITY CONTROL MANACER
MEHELKEP NO KOHTPOJUK KAYECTBA
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Q00 «lOHUK DAPMACLIOTUKAT NABOPATOPU3»

KOpuandeckui agpec:

Poccua, Mockea 127008, yn. Teepckas, A.18, kapriye 1, ka6, 809
Ten/chakc (495) 642-82-34, Ten. (495) 642-82-35

MHH/KNM 7703550219/771001001 662 18 14

OrPH 1057745834420

" .
d“"tlm\!‘

H(mrnepm’ieﬂne COOTRETCTBHH

BEOIHMOIQ AEKAPCTBENHOID UpenapaTsa Tpefosannam,
YETAHOBACHHLIM [IPH €50 TOCYAAPCTBEHHOMN PerHeTpauyn

Ne318or [f 732021

Cornacko Mocranoanerms Tpasireascrea Pd or 26.11.2019 Nel510 «O MopAZKe BRONA B rPaKIAHCKH
050POT ACKAPCTBEHHBIX NPENAPATOR AMA MEAMIIMHCKOrO TIPHMEHEHH .

Topronoe HauMenonanKe

METPOrHA®

Mexaywapoanoe nenatentosanuoe
HauMeHORAHHE (TPYIIIHPOBOMHOS

HIAH XHMHYECKoE)

MeTtponnaason

JlexapcTsennas dopma

PAacTBOp I HHpYIHH

Hosnposka

3 MM

$opma BBITyCKa

PacTBOp X KHBYING S Mr/Ma
(drakon) 100 Ma x | (navka KapTOHHas )

Homep cepuy HX21160

Obbem cepuu 37763

Hata sutoyceka 03/2021

Tonen no 02/2024 (29/02/2024)

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

(Bee craauu npoussoncvsa)

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

Onuk PapmeceroTikan Jlabopatopus (Otaenenne dupMst «Ix. B. Kemukanc
3na Dapmaceioturane Jra»), Muaus

Hunav Cenrep, Kpotno “B”, 4 Srax, Xuna Calikn Poya, Bopae, Mym6ait 400
030, Hununs

Site address
AJipec NpoM3BOACTBEHHOH
NAOWALKH

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

Yuactok Ne 4, ®aza [V, UK. Hupactpuan Apea, [asoan - 394 116,
okpyr: Bxapyw, Wenes

Homep 1 nara perucrpaunonnoro

AQCTOBEDEHMA

IINO11666/01 o 07.06.2010 (nara samenst PY 10.01.2020)

HoMep HOpMATHBHOI AOKYMEHTALHN

TINO11666/01-100120

HaumeHosaHHe H aapec nepwaTteis
PErHCTRALMOHHOTO 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

HOruk Papmacsiotuxan JaGopatopia (Oraenenne dupme «[Ix, B, Kemuxanc
31 QapmacrioTHianc JIta.»), Uuaus

Hunam Centep, Kpuino “B”, 4 3rax, Xuna Calkn Poyx, Bopnu, Mym6aii 400
030, Huaes

OTBeTCTREHHOE MHIO nuerpubeioropa 000 «H0urk QapMackiOTHKAR JlaGoparopuay — CmupHOsa ALA,, MEHEIKep

no cepruduranum, npukas NeS-011 or 10.08.2020

C yBaxeHien,

Menexxep no ceprudnraunn
000 «l0nnx ®apmacsioTuican JaGopatopun

'Cmupnosa AA.




