UNIQUE PHARMACEUTICAL LABORATORIES
OHHK ®APMACBIOTHKAL JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenne dupmps «/Lie.B.Kesmkane s bapmachiornkanc Nta.»)
Worli, Mumbai 400 030, India - Bopan, MymGaii 400 030, Muuis

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OTAETT KOHTPOIISI KAYECTBA

Product Name

Haspanue npenapara

TRAZOGRAF ®

Solution for injection 76% (ampoule) 20 ml Ne 5 in cardboard pack
TPAZOTPAD ®

Pactsop s uubekunii 76% (amityna) 20 mn Ne § (nauka KapToHHas )

Registration certificate number
and date

Homep Perncrpanmonsoro

| YAOCTOBCPCHHS W naTa

IINOI3931702 o 17.06.2008 il

Batch Ne
Cepus Ne

10Z22022

Mfz. date
| [ponsseaeno

07,2022

| Valid 10
Tosen no

06/2027

Analytical Report Ne
Anaantudeckuii Oruer N

17FP22001650

Date
lara

09.08.2022

APL, manufacturer of APIL:
Hanmenobanne axrusnoi
cyberan, NPOH3BOANTC L

Amidotrizoic acid — Justesa Imagen S.A.U., Spain

Meglumine - Merck KGaa, Germany

AMBAOTPHIOEBUN KicnoTa — IOcTeca Hmaren C.ALY., Henanns
Mernymun — Mepk KI'aA. ICepmanis

“The analysis was carried out
according to Normative document
AHLIMS BEnonHen no HJ{

[T NOI3931/02-130217, Change Nel dd 12.07.2019
ITN013931/02-130217, Hamenetite Nel or 12.07.2019

AApec NPOH3BO/ACTREHHOTT nnomaaKu

Manufacturer Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Mpousroanrens, Pharmaceuticals Ltd.), India
10K GapmackioTika JlaGoparopus (Orjenenne Gupml bk, B.
Kemukane a1 Papmaceiotnkaic J1 %), MHams
Site address | Plot Ne. 4, Phase 1V, G.I.D.C. Industrial Lstate, Panoli: 304 | 16, Dist.:

Bharuch, India
Yuactok Ne 4, Qasa IV, [ULJLK. WMunactpuan Uereirr, Hanoan:
394 116, Oxpyr: Bxapyu, Munns

5 Storage

At the lemperature not exceed 30 °C. Don't freeze. Protect from light and
Xpatieiine sccondary X-rays,
Npu remmeparype sie spiwe 30 °C. He samopazxnears. [peaoxpanats or
CBETA H BTOPH'HLIX PEHTIEHOBCKHX Myveii.
Shelf life 5 years
Cpox roanocin 5 ner

Crpanmia 1 wa 4
Russia




Onncanue

TESTS RESULTS STANDARDS T
11POEBI PEIVILTATLI CTAHJIAPTDI
Description Clear, pale yellow, slightly viscous liguid, | Clear, colourless to pale yellow, slightly viscous

which may become crystallized at a room

or below room temperature.

ITpospauias, caerka uiikas Kuakocrs o1
CHETI0-REATOro 1sera, Moxer
KPHCTQUTH3OBATHCH LIPH KOMHATHOI
TEMIICPATYPE KN TEMIEPATYPe 1ixKe

KOMHaTHOM.

liquid, which may become crystallized at a room
or below room temperature.

Tlpospaunas, cierka BEIKas KWIKOCTh 07
GecuUBCTHONO 10 CBETAO-KENTOrO NBCTA. Momer
KPHCTWLTHI0BATHCH TIPH KOMHATHOH
TEMICDITYPE 11N TEMICPUTYPE IDKe
KOMHATHO#

Identification of Amidotrizoic
acid

Howmmnocrs
AMIAOTPHIOEBOI KHEAOTLE
TLC

A. Keeps requirements

A. The principal spot in the chromatogram of
Sample solution  should  correspond 1o the
principal spot in the chromatogram of Reference
solution with respect 0 position, absorption
intensity and size.

| Harpus katsums anerara
Quulitative reactions
Kavectnennme peakimu

TCX Buazepsuusaer 1 peGosunns Ochonioe NATHO Ha XpoMaTorpame HenmTye-
MO0 PRCTBOPA A0JHHO COOTBCTCTBORITE OCHOR-
HOMY MATHY Ha XpoMaTorpamve CTAHEPTHOM
PACTROPA 1O NOI0KEHHIO, HITEHCHDIIOCTH HOr-
JIOWEHHA W BCANNMHIE

Destruction b. Keeps requirements b. Violet vapours are evolved.

Meran aeerpyxum Bouiepmasacr tpetosanis Jlomnn shersTies puoneronsie napu

Meglumine - 198° ' Rotation of the plane of polarised light should be

Polarimetric from -1.70 * t0 -2.30 *

Mersysiia = 198 Bpamcm:xe ILIOCKD‘L']'IH HOJAPHIOBAHHOIO CHETA
or=1,70 " 5o -2,30

Hoaspumerpus

Sodium calcium edetate A. Keeps requirements A. The solution should become red in colour

BuLiepxunaer tpebosanms

b. Keeps requirements

Obpa3onaiine pacTnopa kpacoro isera

b. The chloroform layer should become

Bhuiep Tpebosania reddish - orange to red in colour
Caoit xa0podopma ke umer, OKPACKY 07
KPACHOBATO-0PANKCBOIO J10 KPACHOTO 11HeTa
Extractable volume 202 ml Not less than labeled claim,
Hisackacmpii ofinesm 20,2 mn He Menee obmema, ykasannoro na stuketke

Bacterial Lndotoxins
bakrepiatsipie
MLUIOTOKCHHBI

Less than 3.6 Endotoxin Units per m]

Meniee 3.6 ED na | ma

Not more than 3.6 Endotoxin Units per mL
He Gonee 3,6 ) wa 1w

Visible
Bsme

Invisihle

Hermmme

e

Osmolality 340.5 mOsmol/kg 350 4 50 mOsmol/kg

OeMongImHoeT 340,5 MOcnoan/kr: 350 & 50 wOcsom/xr

ph 0.9 Hetween 6.0 10 7.7

lpH 6.9 Or 6,0 10 7.7

Particulate matter

Mexannueckue suoucus Absent Particulute contamination should be absent by

Oreyrersyior

Particles 2 10 pm:
2 per ampoule
Particles 2 25 um:
0 per ampoule
Yactuun 2 10 mrM:
2/ amnyay
Yactuues: > 25 mxm:
0/ amnyny

visual inspection

Mexameckie BELOMCH A SO B
OTCYTCTBOBATE NPH BHIYAALHOM KONTPONIE

= The particles = 10 pum: average number of
particles - NMT 3000 per ampoule

- The particles = 25 um: average number of
particles = NMT' 300 per ampoule

= Yactmuw = 10 mkam; CPCUAHEE  KOJIMYCCTRO
WICTHIL = ie Gonee 3000/ avnyny

= Hactiiua 2 25 mkM: cpesnee konnvecrso

dactii - ne Goaee 300/aminyay

Crpamua 2 us 4
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TESTS RESULTS STANDARDS —[
NMrosbl PEIVJIBTATHI CTAHJIAPTBI
Free Aromulic amine 0.010 % Not more than 0.05 %
CroGoansie apomaruyeckue 0,010 % He Gosee 0,05 %
AMHH B
Free iodine The toluene layer ( phase ) should remain
Crobonnmii ilon Keeps requirements Colourless
Briacpausaet tpeGonanus Curoit ( daza ) royona aomken ocrasa e
Secuneriim
lodides 11.27 pg iodine/ml NMT 45 pg iodine ions/ml
Rommuu 11,27 mir nona fiona/ma He Goaee 45 mir noua fogain
Heavy metals Less than 0.002 % Not more than 0.002 %
Tamennie meranan Menec 0,002 % He Goaee 0,002 %

Clarity

Hpaspaunocts

The formulation is clear in comparison o
water, or its opalescence is not exceed that
of the reference solution (reference

suspension No 1)

Hpenapat npospasien no CPARKEHHIO ¢
BOAOH WK €10 Ol ICCHeHng e
NPEBLIIACT ONAMCCUCHLIIO MWIOHHOIO

pactoopa (peepenc-cycneninm Nel)

The formulation should be elear in comparison
to water, or its opalescence should not exceed
that of the reference solution ( reference
suspension No 1 )

Hpenapar gommen Gorin HPO3PAIILIM 10
CPABHCHAIO ¢ BOJOH MKW ero onasecuenumy ne
JO/DKHA NPeaLILaTh OHARCCIeH IO
FTLIOHNOTO pacTBopa (pedepenc-cycriensun
Nel)

Color The optical density of the formulation at a
0.01 wavelength of 430 nm should not exceed 0,15
L BeTnocTs 0,01 Onrmyeckas miomocTs npenapare npH JLiMne
BOJTHB 430 uM ne Jomknn upesstinars 0,15
Density L416 From 1.390 10 1.430
I noTHOCTL 1416 Or 1,390 40 1,430
Sterility Sterile The drug should be sterile

Crepuannoer,

Creprasio

Hpenapar aomen Ghite CICPHIBHEIM

Assay ol Amidotrizoate
Meglumine
Kommyectnennoe
onpeieienne Meraysuna
AMHIAOTPH3IOATA

99.7%

i.e 657.85 mg/ml
99,7%

r.e. 657,85 mr/mn

95.0 % 10 105.0 % of the labeled amount.

i.e. 627.0 mg/ml. - 693.0 mg/ml

95,0 % - 105,0 % or KOIMYECTDA, VRAIANHOro
Ha ITHKCTKRE (01 627,0 MM 10 693,0 MI7MT)

Sodium calcium edetate
Hatpus kasibuus KieTaTa

§9.3%
i.¢.0.223 mg/ml.

89.3%
T.€. 0,223 mr/ma

50 % — 120 % of the labeled content e
0.125 mg/mL - 0.3 mg/mL

Ot 50 % 5o 120 % or ykasannoro ua ITHKETKE
T o1 0,125 s/ 10 0.3 mr/sa

loding
Hoaa

99.9%
1..369.50 mg/mL

99.9%
r.e. 369,50 M/

93.0 % — 103.0 % of the labeled content i.e.
351.5 mg/ml. ~ 388.5 mg/ml

01950 % 40 105,0 % or KolnuecTna,
YEQIAHNONO HA YIHKCTRE
1.€. 07 3515 mr/ma a0 3885 s

Crpannna 3 us 4
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TESTS RESULTS STANDARDS
MPOBbI PE3YJILTATbL CTAHAAPTBI
Containericlosure system Keeps requirements As per ND.
Ynakoska Coorsercrayer B coorsercrsnm ¢ rpeGosanusmu HA
Labeling Keeps requirements As per ND.
Mapkuposxa Coorsercroyer B coorserersnm ¢ rpeGosannnm 1)
Storage At the temperature not exceed 30 °C. Don't | At the temperature not exceed 30 °C. Don't
Xpakcnue frecze. Protect from light and secondary X- | freeze, Protect from light and secondary X-
rays. rays.
Hipu resneparype ne suie 30 °C, He TTpu emnepatype ne swme 30 °C. He
FMOpAzRHBATD. [IPELOXPANATL OT Cheta i | 3aMopamupari,, Hpeaoxpansrs or cuera u
BTOPHUHBIX PCHTICHOBCKHX Ayueil. BTOPHYHBIN PEHTICHOBCKMX Ty ueil.
Shelf life 5 years 3 years
Cpok rojyoctn LS Je 5aer
THE ABOVE SAMPLE COMPLIES WITH THE PRESCRIBED STANDARDS OF QUALITY. C"'Fﬁ!m ’i'_:’ . ) 'u_
BBILEYKAIAHbIH OBPASELLOTBEYAET ¥CTAHOBJIEHHLIM CTAHJIAPTAM KAYECTBA il aﬁtﬂﬁ] a0

Crpannna 4 us 4
Russia

QUALITY CONTROL MANAGER

MEHEGKEP 110 KOHTPOJIIO KAYECTBA




000 «HOHUK ®APMACBLIOTUKAN JIABOPATOPU3»

Hpuauveckui

anpec:

Poccus, Mocksa 127994, yn. Teepckasn, 4.18, kopnye 1, ka6, 609
Ten/daxc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KMN 7703550219/771001001 862 18 11

OlPH 1057746834420

[loaTeepxaenne coorsercTrIs

BBOIRMOI' JIEKAPCTBENHOTO IPpenapaTa TpeboBausm,
YCTAHORICHHBIM TIPH €10 rOCYARDCTBEHNOMN perueTpaimn

M 778 ot 3{.{0D.2022

Cornacuo Moctanennenus [pasutenscrea PO or 26,1 1.2019 Nel510 «O mopaake spoza s rpaxAaHCKuii obopor
MEKAPCTECHHBIX NPENIAPATOB [UIA MEAHLIMHCKOTO TIPHMEHEHHAY.

HAHMCHOBAHHKE (TPYNIHPOBOYHOE
HIH XHMIMECKOE )

| Toprosoe sanmenosanne TPA3OTPAQ®
MesxaynaponHoe HenatenToBaHAOE Hatpius amupotpusoar

(Bce crammn npousnoactsa)

JlekapcTaenHas Gopma Pactrop 19 nHvexumi
Hozuposka 76 %
®opma BeITycKa PacTsop s Mubeximit 76% (amnysa) 20 ma x 5 (mauka KaprouHan)
Homep cepun 107222022
O6rnem cepan 3522
| Hara seinycka 0772022
Tonen o 06/2027 (30/06/2027)
Haumernonanme u anpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
POH3BOMTENS Pharmaceuticals Ltd.), India

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

10rEK apMacsioTHKAN JlaGopatopus (CracneHue hupmnl «lli. B. Kemukaic
3Hn QapmacsioTnkaic Jta»), Humm

Hunnam Cexrep, Kpauto “B”, 4 Drax, Xuna Caitin Poya, Bopau, Mym6aii 400
030, Huans

Site address
Anpec npoHIBOACTBEHHOM
IIONANAKH

Plot Ne, 4, Phase [V, G.1.D.C. Industrial Estate, Panoli: 394 116, Dist.: Bharuch,
India.

Vuactok Ne 4, ®aza IV, TUJLK, Hunactpuan Heretir, Manonu: 394 116, oxpyr:
Exapyu, Huzus

Homep u pata peructpaunonnoro
YAOCTOBEpeH s

ITNO13931/02 ot 17.06.2008 (nata samens PY 13.02.2017)

Homep HOpMaTHBHOI AOKyMEHTALEH

TTNO13931/02-130217 m3m. Ne | o1 12.07.2019

Haumenopanue u agpec aepxarens
PETHCTPALIMORHOTO YAOCTOBEPEHUS

TS

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

10umx Papmackiorukan JlaGopatopua (Oraencuue Gupmsl «Jlk. B, Kemuxaic
an Papmacuiotikanc Ja »), Menus

Huunam Cenrep, Kpbuto “B”, 4 Jrax, Xuun Caiixn Poyn, Bopnyx, Mym6ati 400
030, Hnans

OTBETCTRCHHOE NTHUO AHGTPUEAIOTOPR

«IOnuk DapMackioTHKaN JlaGoparopns» - Cmupuosa A.A., MeHekep no

»

)
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PEAEPAABHAR CAVXEA 110 HAA3OPY
B COEPE ZAPABOOXPAHEHMA

«CBefeHnA o BBoje B rpaxgaHckmnim od0poT B Poccuinckon depepauunn
/I€KApCTBEHHbIX CPEACTB MO COCTOAHMIO Ha 23.11.2022 18:41»

JlaTa Brecenns B

MaYKH KapTOHHBIE/ ~

@apmaceioTikanc Jita)

Hupusa

Topromse Mpoussogurens [ T R — Hopasrussas Oprannzanus, Homep Homep, nara
AHC e A (BBINyCKAKOMHIT Crpana u s TR BBINYCTHBIIAA B CepHH, paspemienHs
Pocanpasragsopa i KOHTPOJIb) e FOHEy S TrpaxJaHCKHI 000poT NapTHH Ha HJII
Onuk ®apmaceoTikan
TPA3OIPAD®; [Ouuk ®apmackioTHRan itopiris
pacTsop s Jlaboparopus © M__n:.wne - ITNO13931/02-130217; 000 "IOHUK
01.11.2022 nbekiit 76% 1 wr. | (Otnenense drpwi His nhw zag:xpww = Hav. Nel k 1 ®APMACBIOTHK Al 10Z22022 | -
(20 mn), amny st (5), Ix.B Kemukanc angy w3 R NO13931/02-130217 JIABOPATOPH3"
®apmaceioTHKanc JiTg),




