UNIQUE PFPHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHEAJ JJIABOPATOPH3
(A division of «l. B. Chemicals & Pharmaceuticals Lid.w)
(O aesenne upyn ofle. B Kemukane an @apyacirrncane T e)
Bopas, MymGait 400 030, Mugma - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPONA KAYECTBA

Wame of the product

Hassaime npenapara

METROGYL® 100 ml polyethylene vial in cardboard pack
{Solution for inl'usiun 5 mg'ml)

METPOTHIT® 100 s noamyrnacnossii gaaxon B nauke
KApTOHHOi

(pacTBop 418 HudyInil S vr/ma)

Registration certificate

and date

Homep v para Perucrpanmonnoro
YIOCTOREPCHHE

[ N0O11666/01 ot 07.06.2010

Batch #
Cepna Ne

11X22060

Manufactured
TMpouseeleHo

0272022 Valid to 012028

Topen 1o

Analytical Report Ne
AnanuTrsecknid Orruer No

1TFP22000275 Date 19/02/2022

Hara

APL, manufacturer of API
Haumenonanue akTHsHoi
cyOCTaHIHKN, MPOHIBOINTENL

Metronidazole USP - Aarti Drugs Lid., India
Merpounaazen D.CLUA - Aapru Hpare Jlta., Huaua

The analysis was carried out
according to Normative document
Ananni seinonned no HJlA

ITNOT1666/01-100120

Manulaciurer

(All manufacturing stages)
[Mponssoaureis

(Bce craaun npou3soacTea)

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

10nuk Papmacvioruran Jaboparopus (Oraenchue dupmpr «lx. B,
Kemuxanc sua drapmacerotrrance Jitao.»), Maaus

Site address
AII_FIEC "pUHfJHUﬂC-TBUIJIIDﬁ
TUIOILLAIKH

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

Vuacror Ne 4, basa [V, I JLK. Hupactpuan Apea, lNanoan - 394 116,
Oxpyr: bxapyu, Hiua

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaneHue freeze.
[Tpu Temneparype we poime 30 ° C B 30HIIEHHION OT CBETa
mecte. He samopamupath.
Shelf life 3 years
CpoK rofHocTH 3 roja

Crpanmua 1 1z 3
Russia




LIBETA

TESTS RESULTS STANDARDS
MOKAZATETH PE3YJIBTATHI _ CTAHJAPTHI
Description A clear pale yellow solution A clear colourless to pale yellow solution
Onucanme [Mpospausitil pactsop ot ceerno-keatoro | [poapaumbiil pacTsop oT GeclBeTHOTO 10 CBETAO-

AEATOro UBETA

Identification
[MoaauHHoCcTh

A. Metronidazole
HPLC

A Merponnaaion
BIACX

B. Sodium
Identilication
reaction

b. Harpuii
KAUECTREHHAR
pnammu

C. Chlorides
Identification

Keeps requirements

Bripepmunaet TpeboRaHEs

Keeps requirements

Briepaupaet TpebopaHi

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 standard solution

BDE}.{H VAP ERAHMA OCHOBHOIC MHES Hil
X[}OMETDI‘PEMMI? HCIBTY MO0 pilc‘raopa TOITACHD
COOTBCTCTRORATE BPEMCHH }"ﬂﬂp]&i“ﬂﬂ“}iﬂ KR
METPOHHIAIONA HA KPOMATOrpaMMe CTAHAAPTHOTO
PHC'I'HUPH.

Formation of dence white precipitate with solution of
potassium pyroantimonate.

OBpazopanue NIOTHOrO OCAIKE DENO0TO UBETY ¢ KATuA
NHPOAHTHMOHATA PACTBOPOM.

Formation of white curd-like precipitate with solution
of silver nitrate,

CrepriikHOCTE

CreprnsHmil

reaction Brepxusact Tpelopanns Obpazopanne  OEA0T0  TBOPOKHCTONG OCajka ©
B. Xnoprakt PACTBOPOM Cepedpa HITPATA.

KAHECTBCHHAA

peaKiA s=EH)
pH 59 45-70

pH 45-10

Extractable 102.33 ml Mot less than nominal {100 ml)

Volume

Hi3Bnekaemblii 102,33 mn He menee HoMunansnoro (100 s}

ohbeM

Bacterial Less than 0.35 EU per | mg Mot more than 0.35 EU per | mg of metronidazole
Endotoxins

BakrepHanbHhle Menee (1,35 ED ma | mr He Bonee 0,35 ED Ha | Mr MeTpOHHIA3008
IHAOTOKCHHEL o

Sterility Sterile The solution shall be sterile

PacToop AOMMEH OBITE CTEPHALHLM

Anomalous
Loxicity
AHOMANBIAA
TOKCHIHOCTE

Non-toxic
Hetokcuiebiii

The solution should be non-toxic
Pactaop pome ObITh HETOKCHIHEIM

Particulate Matter
Mexannieckne
BEMOYEHNA
Visible

Bumguseie

Invisible

Absent
OTCYTCTBVIOT

Particles > 10 pm:
0 per vial

Particulate contamination should be absent by visual
inspection

Mexanp9ecKHe BRIIOUMCHHA TOKHEL OTCYTCTBOBATE
npH 5H3}"HHLHOM KQHTRpONC

Crpanmma 2 u3 3
Russia




[MpospuanocTe

Brugepaunaet Tpeforanns

TESTS RESULTS STANDARDS
MOKAZATEJH PEIVJIBTATEL CTAHAAPTBI
7= Particles = 23 pm: Tarticles = 10 pm; average number of particles - not
0 per vial more than 6000 per vial.
Particles = 25 pm: average number of particles - not
more than 600 per vial.
Hepnanmeie YacTuum = 10 MEm:
0/ dhnaxon YacTrist = 10 MrM: cpenes KONHUECTEO YACTHIL - HE
Yactaus > 25 MEm: Gonmee 6000 /fuakon
0/ pnakon UacThisl = 25 MKM: CPEIHEE KONHYCCTRO MacTHLL - He
bonee 600 /dnaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LiseTHOCTE He npepsimact sraton GYs (OKpACKa PACTBOPA HE JOJUKHA NPEBLILATE ITAN0H
GYs
Clarity Keeps reguirements The solution should be clear or the opalescence of the |

solution should not exceed the opalescence of
reference suspension 1.

PacTaop nonken ORTE NPOIPAYHEIM WIH
ONANECUEHINA PACTEOPA HE NOMKHA NPEBLILATE
QNAnecieHiHK TanoHa I

Metronidazole
Ko iec TBEHHOE
ComepAailng
Merponiiaaiona

99,4 % r.e. 4,97 mrivn

Related impurities 0.00 % Metronidazole impurity A ~ NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities — NMT 1.0 %

PoncreerHnke [puseck A MeTporHgas0na — He Donee 0,15 %

HpHMEcH 0.0 % JhoSaa apyras BeuaenTHRHUMPORIHHAS TIPUMECE —
ne Honee 0,135 %

L= Cymma npumeceii — He Gonee 10 %

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

HHTpHTH He npenimaer OnTHYCCKAR TIOTHOCTE HCNBITYEMOTO PACTBOpa NpK
aivHe BOAHBL 524 HM HE JOMMHA  (PEBLIUIETE
ONTHIECKYH) [WIOTHOCTE CTAHAAPTHOMD PACTEOPA.

Assay of 994 % i.e. 4,97 mg/ml 90,0 - 110.0 % of the label claim , i.e. 4.50 - 5.50

mg/ml
90,0 - 1100 % 07T HOMUHATEHOTO COMEPHAHNA,
T.2. 4,50 — 5,50 mrima

Assay of Sodium
chleride
KoavmecThenHOC

99 6 % i.e. 7869 mp/ml

99,6 % T.e. 7,869 mr/mn

95.0 - 105.0 % of the label claim,
i.e. 7.505 — 8,295 mg/ml
95,0 - 105,0 % oT HOMHHANEHOTO COACPAHCAHIA,

COIepaHne T.e. 7,505 — 8,295 mrimn
Harpsa xnopiga
Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light,
conditions from light. Don’t freeze. Don't freeze,
Venonua [pu remneparype ne nume 30°C Mpu Temneparype He Buime 30 ° C B 2animmesHoM o1
XpaHeHHA IAMIEHHOM OT ceeTa mecte. He cBeTa MecTe. He 3aMopakiBaTh.,
FAMOPAKIBATE,
Shelf life 3 years 3 years
CpoK roaHoCTH 3 roja 3 roga

Crpasnna 3 n3 3

Russia

The ahove sample complies with the prescribed standards of quality
Boleykan sl o0pasel, CooTBeTCTRYCT YETRHOBACHHBIM CTAILIAPTAM KAMCCTBA

. pasd= L
'i-_&;_—g_ =15 ".‘J‘P) T L
QUALITY CONTROL MANAGER
MEHEIAKEP IO KOHTPOUIH) KAYECTBA



000 «lOHUK PAPMACBIOTUKAI NABOPATOPU3»

HOpranyecknid anpec:

Pocecua, Mockea 127006, yn. Teepckas, 4.18, kopayc 1, kaB. 809
Ten/thakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550219/771001001 662 18 11

OrPH 1057746834420

Hoareepxaenne coOTBETCTBUS

BEO3HMOI0 JEKAPCTEEHHOr0 Npenapata Tpefosanuam,
¥eTAHOBJICHHLIM NPH €T0 FocyAapcTBeHHOH PErNCTPALHE

Ne 657 ot OF. OF 2022

Cornacro [Necranopnenns [Tpasutensersa PO or 26.11.2019 Nel510 «O nopsajke BBOAA B rpakIaHCKHIL
o60poT NeKapCTBEHHBIX IPENAPATOB 1S MEJULMHCKOTO TPHMEHEHHS),

TO}J IOBOC HAHMCHOEAHHE

METPOTHT®

MexyHapoaHoe HelaTEHTOBAHHOE
HauMeHoBaNKe (rpyNNHPoBOYHOe

Metponunason

WIH XUMAYECKOE)
JlexapcTeennas dopMa PACTBOP And MHy3uit
HosupoBxa 5 Mr/Mn

Dopma BeIycka

PAcTBOp ANA HHQY3uit 5 Mr/mm
(tpnaxon) 100 Mn x 1 (mauka KapToHHAA)

Homep cepun 11X22060

QbmeM cepur 37602

JHaTa BEITYCKE 02/2022

Tofex 1o 01/2025 (31/01/2025)

HaumeHosaHue u agpec Unique Phartmaceutical Laboratories (A division of J. B. Chemicals &
MPOM3BOMTENS Pharmaceuticals Ltd.), India

(Bce cTagnn NpouM3IBOACTER)

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

0k Papmacsiotuxan Jabopatopuz (OrtaencHue dapmel «Jhx, B, Kemukanc
3up Capmacsiotukane Jita.»), Heoua

Hunam Cenrep, Kpbuio “B”, 4 3ax, Xung Caiixn Poyn, Bopma, Mymbait 400
030, Hupaus

Site address
AJpec IPOH3IBOJICTREHHOH
oA KH

Plot Ne. 4, Phase 1V, G.L.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Vuactox Ne 4, daza IV, T K. Hupactpuan Apea, IManomn — 394 116,
okpyr: Bxapyu, Haxus

Homep 1 1aT4 perHCTpalMOHHOIO
YIOCTOBEPEHHA

TINO11666/01 ot (7.06.2010 {nata samens FY 10.01.2020)

Homep HopMaTHBHON IOKYMEHTAlTHK

T NO11666/01-100120

HaHuMcHOBAHHE H aAPEC ASPHATEAN
PErHCTPAUMOHHOTD YAOCTOREPEHHS

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

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

0nnk ®apmacerotiran JlaGopatopus (Ornenenne dupmel «/lx. B, Kemuxanc
3z CapMacsioTHRanG JITa.»), Uuans

Hunam Cenrep, Kpeino “B”, 4 Drax, Xusn Catikn Poya, Bopan, Mymbait 400
030, Unaus

OTBETCTBEHHOE JHIO AHCTpHOBIOTOpa OO0 «lOnBk DapMacsioTikar JladoparopHzn — CMUpHOB2 AL A., MCHEDKEp

1o cepTrdukandy, npuxas Ned-OJ1 or 10.08.2020

C yBameHMeEM,
Menemxep no cepruduaralnm

000 «H0Onnk PapMacsiwTakan JlabopaTopun

CMHpHOBA A.A.




UN

IQUE PHARMACEUTICAL LABORATORIES

FOHHK ®APMACBIOTHKAI IABOPATOPH

{Ad
(Crragagnm

ivision of «J. B, Chemicals & Pharmaceuticals Ltd.»)
e Qiprant « Ik, B Kemugane ana @apmacoioraxane Jheas)

Ropan, MywGaii 400 030, Huans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJH3A
QUALITY CONTROL DEPARTMENT

QUIE] KOHTPOIA KAUECTBA

Name of the product

Haspanue npenapata

METROGYL® 100 ml polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOTHI® 100 ma noansruicHoBali ¢iakon B natike
KaApTronHoi

(pacteop nas migysmii 5 mr/ma)

Registration certificaie
and date
Howmep 1 nata PernerpalHoHHora

[ NO11666/01 o 07.06.2010

VIOCTOREPEHHA

Batch # 11X22061

Cepun Ne

Manufactured 02/2022 Valid to 0172025
[lpowsseneno loyen 10

Analytical Report No 17FP22000294 Date 19/02/2022
AnanurHueckui Oruer No Hara

API, manufacturer of API
HaumeHoBaHHe aKTHBHOH
cyfcTanupi, NPOHIBOANHTENE

Metronidazole USP - Aarti Drugs Ltd., India
Metponmmason &.CLIA - Aapra dparc Jlva, Huaua

The analysis was carried out
according to Normative document
Ananus pmnoased no HJL

I NOL666/01-100120

Manufacturer

(Al manufacturing stages)
Tlpou3BeaHTEN S

(Bee erajiuy NpoHIBOACTEA)

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

I0nnk apmaceiotikan JlaGoparopus (Otaeacune dupye I b
Kemugane a1 Mapmacsiotikane Jitas), Munisg

Site address
Ajipec NPoH3BOACTECHHON
MAOLLALKH

Plot No. 4, Phase IV, G.L.D.C. Industrial Area, Panoli - 394 116, DisL:
Bharuch, India.

VuacTok Ne 4, dbaza IV, I.H.JLK. Hunactpran Apea, Tanonu - 394 116,
Oxpyr: bxapyyw, Hugna

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpatenne freeze.
I1pn remneparype He Bhime 30 ° C B 3aMIICHHGM OT CRETY
mecte. He 3aMopaskuBark.
Shelf life 3 vears
CpoK roaHocTH 3 rona

Crpannna 1 13 3
Russia




TESTS
MOKABATEJIH

RESULTS
PEIYJIBTATEL

STANDARDS
CTAHJAPTEI

Deseription

Onucanne

A clear pale yellow solution

TMpoapauneiil PACTROP OT CRETIO-KENTOTO

LBETH

A clear colourless to pale vellow solution

Ilpospaunptil pacTeop o1 GECLBETHOIO JI0 CRETIIO-
EATOTD LRETA

Identification
Mo HHOCTS

A. Metronidazole
HPLC

AL Merponnnason
BAX

Keeps requirements

Brigepxunaer Tpedonanns

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 standard solution

BpEMH VACPHHBAHHA OCHOBHOTI) TMHER Flid
XPOMATOrpaMmMe HCNbITYEMOTro pEICTBUpEI JOIHD
COOTBETCTRORATE BPREMCHK ¥HepAEHEaHNL ITHED
METPOHMAAZ0NA HA XpoMaTorpasMme CTﬂ.HJIﬂpTHDI‘l)
pacTrOpa.

BaxrepuainHuie

Mewee 0,35 ED na | Mr

B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroantimonate.

reaction BeinepannacT Tpedonanms OOpazoBane IOTHORO OCa/IKa DENoro LBETa ¢ Kajns
E. Harpuii MHPOAHTHMOHATA PACTBOPOM.

Ka4eCTREHHAA

PEAKILHA

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Idemification of silver nitrate.

reaction Briepskunaer Tpebonans O6pazopanne  (Genoro  TROPOKHCTOrO OCalka ¢
B. Xnopra pacTeopom cepeldpa unTpaTa,

KAUECTBEHHAS

peakuua

pH 5.9 45-70

pH 4,5 -7,0

Extractable 102.67 ml Mot less than nominal { 100 ml}

Volume

Hasaeknemslli 102,67 mn He menee noMupansnora (100 mn)

00LeM Lo —

| Bacterial Less than 0.35 EU per 1 mg Not more than 0.35 EU per 1 mg of metronidazole
Endotoxins

He Gonee 0,35 E3 na | Mr MmeTpoHnaasona

IHIOTOKCHHBI )

Sterility Sterile The solution shall be sterile
CrepHiBHOCTE CTepiibHb i PacTOp A0/DKEH BUITE CTEPHUIBHRIM
Anomalous Nen-toxic The solution should be non-toxic
toxicity HeTokeuntit PacTBOp A0IDKEH GBITH HETOKCHYHBIM
AHOMAIEHEA

TOKCHYHOCTE

Particulate Matter
Mexanuieckie
BIJIIOYEHHA
Visible

Buannbie

Invisible

Absent
Orreyremaywor

Particles = 10 pm:
0 per vial

Particulate contamination should be absent by visual
inspection

Mexajmqec:xm: BREMMOYMCHAAR QO HEL UTE)WL‘E‘BUEIH‘E‘
NpH BH3YAILHOM KOHTPOJE

Crpannna 2 u3z 3
Russia




TESTS RESULTS STANDARDS
MOKASATEJIH PE3YJIbTATHI CTAHJIAFPTHI i
Particles = 25 pm: Particles = 10 pm: average number of pariicles - not
0 per vial more than 6000 per vial.
Particles > 25 pm: average number of particles - not
more than 600 per vial.
Hepuwanumere Yactuum = 10 MEM:
0/ (prakon Yactuust = 10 MKm: Cpeanee KOIHUECTEC YACTHLL - He
Yactiue = 25 MEM; Gosee 6000 /hnakon
0/ (pnakon YacTuitel = 25 MKM:; CPEHEE KOIHUCCTRO HaCTHIL - HE
Goaee 600 /dnaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LseTHoeTs He npesbiwaet sranon GYs Orpacka pacTBOPA HE JIOAKHA NPCEBLILIATE FTANOH
GYs
Clarity Keeps reguirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
refierence suspension 1.
[Mpospaunocts Buipepikupaet TpeGonanms Pacrsop jo/keH BulTh NPOIPadHLEIM WK

ONAnecUEeHIHA PACTBOPE HE J0/UKHA [IPEBBIIATE
onAnEcUEHIHI0 ATanoHa L.

Metronidazole
KosmiecteeHHoe
ConepEane
Merponiaasona

Related impurities 0.00 % Metronidazole impurity A — NMT 0,15 %

Any other unidentified impurity — NMT (.15 %
0.03 % Total impurities — NMT 1.0

PoncraeHHbIC [Mpumecs A MeTporniasona — ve Gonee 0,15 %

MpHMEcH 0.0 % Jiobas apyras HeuneHTHHHUNPORAHIEA NPHMECH —
ne Oostee 0,15 %

Cymma npumecedi — ne Ganee 1,0 %

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

HutpuThl He npesimwaer OnNTHYECKAA NIOTHOCTE HCNBITYEMOTO PACTROpA NP
AmiHe BOSHR 524 MM HE IOJKHA TPERLINATH

e ONTHMECKYIO TUIOTHOCTH CTAHAAPTHOTO pacTBopa,

Assay of 98.7 % i.e. 4,94 mg/ml 90.0 - 110.0 % of the label claim | i.e. 4,50 - 5.50

98,7 % 1.e. 4,94 Mmrima

mg/ml
90,0 - 110,0 % OT HOMHHATLHOTO COAEDKAHHA,
e, 4,530 — 5,50 mrimn

Assay of Sodium
chloride
KomiriecTeennoe

09,6 % i.e. 7.866 mg/ml

99.6 % T 7,866 mr/sun

95.0 - 105.0 % of the label claim,
i.e. 7505 - 8.295 mg/ml
95,0 - 105,0 % oT HOMHHANLHOTQ COACPHANHA,

cONEpIRaHiE T.2. 7,505 — 8,295 Mr/mn
Harpua xiopuaa
Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light,
conditions from light. Don’t freeze. Don’t freeze.
Yeaonus [Tpy Temneparype e suie 30°C o Ilpu Temneparype ne seime 30 ° C B 3a0HIEHHOM 01
XpAHEHHA JAMIEHHOM OT creTa MecTe. He creTa Mecte. He 3amMopakHBATE.
__ | 3aMOpPAKHBATE, L
Shelf life 3 years 3 years
Cpok roinocT 3 roaa 3 rona

Crpaniua 3 uz 3
Russia

The above sample complies with the prescribed standards of quality
Bbllucyﬁa:sauumﬁ nﬁpa’zﬁ:u COOTECTCTBYCT YCTAHOBNCHHBIM CTAHAAPTAM KAYeCTBa 3

@W:l‘ -
pald e
QUALITY Cﬂlhq' OL MANAGER
MEHE/UKEP MO KOHTPOIIO KAHECTBA



000 «lOHUK PAPMACBLIOTUKAIT IABOPATOPU3»

Opuauueckuir agpec:

Poceus, Mockea 127006, yn. Teepckas, 4.18, kopnyc 1, ka6. 609
Ten/chake (495) 542-82-34, Ten, (495) 642-82-35

WHH/KMN 7703550216/771001001 662 18 11

OrPH 1057746834420

MoaTBepxkaeHHe CODTRETCTEBHA
BBOZHMOTO J]EKapC'['BEHHOI‘O npenapa'ra Tpeﬁonannnm,
YCTaIIOBJIEHHHM Ilpll ero rocy,uapc'meunoﬁ pemcrpal.mn
Ne 658 or OB 06 2022

Cornacno IMocranornenus [pasutensersa PO o1 26.11.2019 Ne1510 «O nopsake BBOAA B IPOKIAHCKHEH
o60pOT NeKapCTBeHHBIX IPETapaToB [T MEIHIAHCKOTO IPHMEHEHHAY,

Toprosoe HaHMEHOBaHHE METPOTWJI®

MexoyHaponHoe HellaTeHToBaHHDe | MeTpoauaason
HAMMEHOBAHME (TRYINHPOBOYHOE

HIH XHMHYECKOE)

JlexapcTBeHHad hopma

pacTBop i MHpY3rA

Hoinposka

5 mr/mn

DopmMa BRINYCKA

pactBop AL MHY3Hi 5 Mr/Mn
(pnaxon) 100 mn x | (mauka kapToHHas)

Homep cepunt 11X22061

ObbeM cepHE 21442

Jlata BEITYCKA 02/2022

Cogen 0o 01/2025 (31/01/2025)

HaumeHoBaHHE H afpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOM3BOIHTENA Pharmaceuticals Ltd.), India

(Bce cTaguu MpOM3BOACTRA)

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

Kk Papmacerotuxan Jlabopatopus (Otaencuue dupmer «/Ix. B. Kemuxanc
38p Gapmackrotakanc JITa»), Huauna

Hunam Cenrep, Kpeino “B”, 4 Brax, Xuug Caiika Poyz, Bopis, Mym6aii 400
030, Uupus

Site address
Anpec MPOM3BOACTBEHHOM
TNOLIANKH

Plot Ne. 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Yuactox Ne 4, daza IV, T’M K. Unzactpuan Apea, IManonn — 394 116,
okpyr: Bxapyy, Hanus

Homep # 12714 perHCTPaLHMOHHOTO

YZOCTOBEPEHUA

TINOL1666/01 ot 07.06 2010 (aata zamennl PY 10.01.2020)

Homep HopMaTHBHOH NOKYMEHTALHH

[INO11666/01-100120

HaumeHoBasHe H afpec IepxaTens
PETHCTPALMOHHOTD YAOCTOREPEHMA

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

10nuk Mapmacsiotdkan JTaBopatopus (Otaenenne ¢upmer «[Tx. b, Kemuxane
sap $apmacsioruxaic Jta.»), Haaus

Hunam Cerrep, Kpsino “B”, 4 Drax, Xunn Caiikn Poya, Bopiu, Mym6ai 400
030, Ungusa

CreercreerHoe nuuo aucTpubioTopa 000 «IOHuK PapmackrTHKan Jlafopatopus» — CMHpHOBA ALA., MEHEIKED
o ceprrdHKanmH, mprkaz Ne9-OJ1 ot 10.08.2020 2

C ypaxeHHeM,

MenBeg#ep no cepTHhHKALUH
000 «0unk Papmacerorrakan JabopaTopus»

“ CmupHOBa A.A.




