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CERTIFICATE OF ANALYSIS

CE
QUALITY CONIROL DEPARTMENT
QTN KOHTPOI KAUECTBA

PTUOUKAT AHAJ U3A

Name of the product
{carton)
Merpora® pactsop
(nauka rapronuan)

HazsaHue npenupata

Metrogyl® solution for infusion,

ann undysnh,

5 mg/mL (1-ottle) 100 mL % 1

5 /s (paaron) 100 max 1

1

Registration certificate nuinber

Haumenopatne AKTHBHOM
cyGeTauLH, NPOH3IBOANTERD
(Cepus No)

MeTponnaazon -

Aapin Jlpare Tiumien,

and date NN-Ne(00057€) -(Pr-RU) o7 16.02.2022

Howmep 1t fara PerucTpalioniore

YAOCTOBEPRHHS I i Y

Batch # l 11X23027

Cepnn Ne

Manufactured \ouz_uzs Valid 10 1172025
{Tponaneaeno [open 1o

Analytical Report No ‘ 1TFP23000164 Date {4/02/2023
Ananatrueckult Otaet Ne Hara

API, manufacturer of APl (Beteh Metronidazole - Aarti Drugs Ltd., India (MTZE 122359)
Noy

P s (MTZ/2122359)

Tie analysis was carried out
according to Normative docume
AHATU3 BLICATIEN 10 HA

ot | I71-(000576) -(PT-RU) -160222

(Bce crapvu NPOMAROACTRA)

Manufacturer Unique Pharmaceutical Laboratori
(All manufacturing stages) pharmaceuticals Lid.), India
TIpOMIBOARTEN L 1OunK (hapmacuioTiKan JNaGoparophs

es (A divison of 1. B. Chemicals &

(O7zenere (HpMbL «Ix. bB.

WKenukane sua MHapMackioTHEANC Jira), M, s

Site address
Rharuch, India.

Anpec NPOH3BONCTREHHOH Yuacrox Ne 4, Qase-lV, AL

Plot Mo. 4, Phase-1V, G.LD.C. Industrial E

siate, Panoli - 3941 16, Dist,

K. Winacrpuan VcTedT, Tlanoau -

Crpasuiia tud
Russia

ANOWAIKK 104116, Oxpyr bxapys. HMitana

Storage Al temperature not exceed 30°C protecte i from light. Do not
frecze.

Xpaticiue [Tpi TEMAEPATYPE HE BHILIC 30°C B 3aull IWEHEOM OT CBETA MECTE.
He 3amMOpaiKHBaThL.

Shelf life 3 years

Esix FOALOCTH 3 rona




TMoanuniocTs

TESTS RESULTS STANDAR)S
NMOKA3ATEJIH PE3YJbTATHI CTAHAAP bl
Appearance A clear pale yellow solution A clear colorless to pale yellow sslution
Onmncane Mpoapausuil pacToop ceeTno-#entoro | Ipoipovneiii pacteop ot Jeciiser HOMO Mo CBETRO-
upera KEATOIO UBeTa
Identification

A. Metronidazole
HPLC

A. Merponnaaion
BOXKX

B. Sodium
Qualitative
reaction {Russ.
Pharm)

B. Harpuit
KauecTeedHas
peaxitis (O PO}

C. Chlorides

Keeps requirements

BuigepwisseT TpeBoBuHHSA

Keeps requirements

BuipepxiisaeT tpebonauus

Keeps requirements

The retention lime of the prinipal peak in the test
solution chromatogram shoulc correspond to the
retention time of metronidazole peak in the standard
solution chromatogram.

Bpema  yoepxiBaups  OCHOBHOIO  NMka  [a
ADOMATOrPAMME  HEIBITYEMOrC  PACTBOPE  AO/DKHO
€OOTDETCTBORATH  BPCMEHH  YIEPHUBAHHA  MMKa
METPOHHAA30/A HE XPUMHTOF MMME CTaHn&pTHDI’o
pactropa.

A dense white precipitate firms with potassium
pyroantimonate solution,

Ofpazopauue NROTHOrO 0Cajika SENoro uBeTa ¢ KENMK
NUPOAHTHMONATA PACTEOPOM.

A white curdled precipitate fooms with silver nitrate

Barktepuainmbic

Qualitative solution.

reaction (BP)

B. Xnopuas BuliepikiiBaeT TpEOOBAKIA OGpazosamie  Genoro  TROPOAKHCTOrO  0canka ¢
Kateerpesnan pacTBOpOM cepelpa numar,

peaxiys

pH 59 450 7.0

pH 5.9 ord,5no 70

Extractable

volume 102,17 ml Not less than the nominal volum

Hisneraempiii

ofiem 102,12 M0 He meice HOMHHAALHOTO

Bacterial

endotoxins Less than 0.35 EU per | mg Not more than 0.35 EU per | mg of metronidazole

TOKCHYHROCTE

JHIEOTOKCHELS Menee 0,35 ED na | mr He Gonee 0,35 ED ua 1 M0 MeTP: HEER3ONA
Sterility Sterile The sclution should be sterile
CrepuannocTs Crepunshsii PacTop ZOAKCH OBITL CTCPHITLE bIM
Abnarmal Non-loxic The solution should be nontoxic

toxicity

AHOMATLEASN HeToxenaunii PacTaop noiwen ObiTh HETOXCH! HLIM

Crpaunua2 ns 3
Russia




TESTS RESULTS STANDARLS
MOKA3ATEJIH PE3IYJAbLTATHI CTAHJIAPT bl
Particulate
matier
MexannyecKue
BRJIEIQUEHIA
- Visible particles Absent No particulate matter should b2 observed by visual
inspection
- Bugumnie QreyrerayioT Mexatueckie BKAQueIHs RO Ll OTCYTCTROBATE NpY
HACTHIbI BII3YRALHOM KORTpOE
- Sub-visible Particles 2 10 pm: - Particles 2 10 yum: average nu nber of pariicles - not
particles G per botile more than 6000 per bottle.
Particles 225 jum: . Particles = 25 pm: average nunber of particles - not
0 per botle more than 600 per bottle.
= Heanmuuic Yacritusi paamvepom 2 10 mkm: - UncTHib! paiMepom 2 10 MKA: CpEaHee KONHYECTBO
HOCEHUE 0 Ha oauH QRaKOH qncTHL - e 6onee 6000 Ha oim hnakoH
YacTiis paIvepor 2 25 MEM: - YacTius paImMepos 2 25 MKM CPCANCS KONUYECTBO
0 #a ol (paaKoH vacTi - He Gonce 600 va oxus ¢ AaKoH
Degree of not more intensely colored than The solution should be not more mensely colored than
coloration reference solution GYs reference solution GY35.
pernocrn 1re npetwimaet ara0i GYs QOxpacka PacTBOPa He A0MKHA 1)f E8BILIATL TANOH GYs
Clarity Keeps requirements The solution should be clear or it; opalescence should be
not more pronounced than that o 'reference suspension |
{TpospaunocTs BrigepausaeT Tpefosanic PacToop A0ken GLTh NPO3PATE bik HIH ONANCCUERLIA
PACTAOPA HE A0ILKIIA IPEALILET) ORANCCUSHINGD
yranoua |,
Related 0.02 % Metronidazole impurity A — not more than 0.15 %
substances 0.04 % Any other unidentificd impurity —not more than 0.15 %
0.1% ‘Total impurities — not more thar 1.0 %
PogcTBeHtLIC 0.02% Tipusect: A METPOHIIA30AA — 1 2 Gonee 0,15 %
npisecit Tholan npyras HeuAEHTUGHUY JOBANHAS TPHMECH ~ HE
0.04 % Gosee 0,15 %
0.1 % Cymma npumecei — e Gonee 1,1 %
Nitrites Does not exceed Absorbance of the test solution & a wavelength of 524 nm
should not exceed absorbance of the standard solution
Hurpuiel 1i¢ npesbiaaer OnTiseckas RACTIOCTL HENLITYCMOTO pactpopa nph
naame  sonast $24  nM o HP AOTANA OPBLILATHL
ONTITICCRYIO NAOTHOCTEL CTANLAIPTIOND pacmopa.
Assay :
KoansceToenioe
onpegenetine
A. Metronidazole 100.1 % 50,0% to | 10.06% of the label ¢/ 2im
i.e. 5.00 mg/mi. i.e.4.50 mg/mL 10 5.50 mg/mL
A. MeTponnzaion 100,1 % o1 90,0% 0 110,0% 07 HOMIH LISHOTC COACPAAHHA
1.2, 5,00 Mr/mat 1.e. 074,50 Mifma 50 5,50 mrfa &
B. Sodium chioride 99.8 % 95,0% to 105.0% of the label claim
i.c. 7.888 mg/mL i.c. 7.505 mg/mL to 8.295 mg/L
5. larpus xnopia 99,8 % 01 95,0% a0 103,0% 0T HOMII ANBHCTD CONEPHANHA
1.e. 7,888 Mr/nn T.¢. 07 7,505 mr/mn o 8,295 m Yma

Storage At temperature not exceed 30°C protected from fight. Do not freeze.

Xpaneiig TMpu remnepatype te bbiwe 30°C 8 3aMBUICIIIOM OT COETD MECTE, He 3t vopanainart.
Shelf life 3 years

Cpot rogiocr | 3 roaa

“The above samplecomplies with the prescribed standards ef quality
BI.IHIC)’KHE&HHIBII"! uﬁpa_wu COOTHSTCTRYCT }'l:l“dl!l]li.‘lcllllhl}l CTatiaprax KaHeorsa

- 5 J
S 8.
—0 Lalgnad
QUALITY CONTROL MANAGER
MEHEIKEP [10 KOH POJIIO KAYECTBA

Crpausua 3 uz 3
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Cornacno IMocrarosnenns [TpapuTens

000 «OHUK ®APMACLIOTUKAT NABOPATOPU3»

KOpWAR-ecKMin anpec:

Poccws, Mocksa 127006, yn. Teepexar, 418, kopryc 1, xab. 608
Ten/dake (495) 642-82-34, Ten. (485) 642-82-35

WHHIKNM 7703550249/771001001 662 18 11

OrPH 1057746834420

MMoaTBep&AEIHE COOTBETCTRIA
BBOIHMOTO JIEKAPCTBENNOr0 Npenapara rpeGosaumn,
YCTANOBACHITLINM TPH €10 TOCYAAPCTBENNIOH PCCHETPAHT
Ne 943 o1 AP, 0Y 2023

060pOT NEKAPCTBEHHBIX PENIAPATOn AN MEAHLIKHCKOTO HPUMEHEHHAY,

crea PO or 26.11.2019 Nel510 «O nopaske Beoaa B 0 JacAaHC KA

Topropoe HAHMEHOBEHHE METPOLMJI® s
MexayHApONHOe HeflaTeHTOBAKHO0E MeTponHpasol ﬁ'l
HaEMeHOBaHKE (TPYIIHPOBOTHOC
| My xempeckoey Vo
FlekapcTeHNas Hopma pacTBOp IR HHY3HHA
| Toauposka 5 mr/Ma
Qopma BBITYCKA pACTROD AUIA HHQY3HI 5 MIYMA
(pnaxon) 100 ma x 1 (nayxa KAPTOHHAA)
Howmep cepun 11X23027
| Obmem cepun 37682 el
aTa pulnyeka 01/2023
ToneH 20 [ 1272025 (31/12/2025) ]
HawMeHoRaHKE K aapec Unique Pharmaceutical Laboratories (a division of “I. 3. Chemicals and
MPOH3BOAUTENA Pharmaceuticals Ltd.”), India

(Bce craans NpOM3BOICTRA)

India

3ua GapmaceioTEKanc JITIL »), Hupus

400030, Huaxs

Hunam Cenrep, Kpruio “B”, 4 oTam, XHhA Catxn Poyx, Bop nu, MymGali

Neelam Centre, "B Wing, 4-th Floor, Hind Cycle Road, W orli Munbai 460030,

[Ounk apmacwiotixan Jebopatop#l (Ornenerne dupus «lIx. 5. Kemukanc |

Site address

NACIAAKH

Azlpec NPOHIBOACTEEHHOM

India,

Oxpyr Bxapys, Humg

Plot No. 4, Phase — 1V, G.L.D.C. Industria! Estatc, Panoli - 3 14156, Dist. Bharuch,

Vyaerok Ne 4, ©aza — IV, ALK Wnpactpran Heredir, Tlanoan — 394116,

|

|
|

YAOCTOBEPEIHA

HoMep W fAaTa perncipatHoHiore

JIT-N{000576) -(PT-RU) o1 16.02.2022

Homep HOpMETHRHOH AOKYMEHTALMH

JITi-Ne(000576) (PT-RU) -160222

|
i

HaumMeHOBaHHE H aApe JIepwaTeni
PETHETPALHOKHOTO YACCTOREpEHHA

Unique Pharmaceutical Laboratories {a division of

Pharmaceuticals Ltd.”), India

India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Raad, \ 7orli Mumbai 400030,

%Y. B. Chemicals andl

10uux dapmaceioTvkan Jlabopatopis (Oraencnne GupMst <%, B, Kemuxaic ‘

ana DapMackroTiane Jitay), Hunua
Hunam Cegrep, Kpuno “B7,
400030, Unnus

Otsercraennoe muo guctpribioTopa 000 «IOHKK QapMacsio
110 cepTHOHKALNM, DPUKA3 Ne9-OJ1 o7 10.08.2020

C yBaRcHHEM,

Menemxep 00 cepTrhUKALINT
000 «IOnnk Capmacsiorikan JabopaTopusy

£

4 srax, Xmun Caikn Poyn, Bopng, MymbGali

Taxan Jlabopatophsn — Cuup 1082 ALA., MEHEIUKED

Cumnpiosa AA.

|




