UNIQUE PHIARMACEUTICAL LABORATORIES
IOHHK ®APMACKIOTHKAJI NTABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Oracacnne dupmn «/Tr.B.Kempkane a1 dapyacsiorukaic )
Worli, Mumbai 400 030, India - Bopan, MymGait 400 030, Huaus

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

QUALITY CONTROL DEPARTMLENT

OTJIEJI KOHTPOJIS KAYECTBA

Product Name

Hassanue npenapata

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

TPA3ZOTPAD ®
Pactsop A HHLeKnnil 76% (amnyna) 20 ma Ne § (nauka KaproiHan)

Registration certificate number
and date

Homep Perncrpanionnoro
VJIOCTOBEPEINA 1 JlaTa

11 N013931/02 o1 17.06.2008

| Anannrnueckiit Omier Ne

Batch Ne W0Z22017
| Cepun Ne S—
Mfg. date 06/2022

Mponsencio - — —
Valid to Us/2027

["oaen no ]

Analytical Report N 17FP22001310

Date
Jlara

11.07.2022

API, manufacturer of APL:
Hanmenonanue akTHBHOR
| cyBeTammn, NpONIBOAHTEIb:

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

Meglumine  Merck KGaA, Germany

Ampaorpnsoenas knesiora — KOcreca Mvaren C.ALY. Menanns
Meraymiti - Mepx Kl'aA, lepmanus

The analysis was carried out
according to Normative document
Anaans srinonsck no HjL

1 NO13931/02-130217, Change Nel dd 12.07.2019
1 NO13931/02-130217, Mamenenne Nel ot 12.07.2019

ANPEC NPOI3BOACTREHHOM IIOWAIKN

Manufacturer Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
| TIpowssoantens Pharmaceuticals Ltd.), India
[Ounk ®apsacsiotnkan Jlatopatopns (Oraeneiiie gipubl k. b.
Kesmganc H1a Qapmacsiotukanc Jivay), Hians
Sitc address Plot Ne. 4. Phase IV, G.LD.C. Industrial Estate, Panoliz 394 116, Dist.:

Bharuch, India
Vuacrok Ne 4, @asa 1V, I LK, Mractpaaa Herelin, Tlanoan:
394 116, Okpyr: bxapyy, Huans

?l-bragcgm_ _
Xpanenue

Al the temperature not exceed 30 °C. Don't freeze. Protect from light and
secondary X-rays.

Tpn Temneparype tie puiwe 30 °C. He 3aMopaxnsats. | Ipeioxpansty oT
creta i BTOPHYILIX PCHTTEHOBCKHX e,

Shelf life
Cpok ro/nocTH

wn

years
S net

"y
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TESTS RESULTS STANDARDS
ITPObLLI PE3Y.ILTATLI CTAH/IAPTHI
Description Clear, pale yellow, slightly viscous liquid. | Cleur, colourless to pale yellow. slightly viscous

Onucanne

which may become erystallized at @ room
or below room temperature.

T1POIPAMMAR, LIICI KD BHIKAA KH/IKOCTL 0T

CHETA0-KETTOrO 1neta, Mower

KPHCTWUIHIORATRCH PH KOMIATHON
TCMIICPATY PE WK TCMICPATY Pe Mtk

KOMHATHOM.

liquid, which may become erystallized at a room
or below room lemperature.

TIPOSpatiinas. CICrKD BHIKUA JMAROCTH 01
GeCiBETHOTO 10 CBC LI0-KeTToro e, Mower
KPACTANISOBATREA TPH KOMHATHOR
TEMICPATYPE HIH TEMICPATYPC HHAC
KOMHATHOI.

Identification of Amidotrizoic
acid

Hoannunoets
AMMAOTPHIOCHON KHCJIOTHE
.o

TCX

Destruction
Mero aeCTpysitH

A. Keeps requirements

Blaepausact tpeGosanm

B. Keeps requirements
Brutepaknsaet Tpebonaiug

A. The principal spot in the chromatogram of
Sample  solution  should  correspond 10 the
principal spot in the chromatogram of Reference
solution with respect Lo position, absorption
intensity and size.

OCHOBHOE HHTHO H XPOMIUIOTPAMME HCTIBITYE-
MOTO PACTROPL ITKIO CODTRETCIBUBATE 0CHOR-
HOMY HSITHY 110 XPOMATOIPAMME CTRILIAPTHONO
PACTIOPA 110 1OI0KEHING, HITEHCHRIOCTH 10
JIOULEHHA W BETHYMIC

b. Violet vapours are evolved.

Jlonsint BoLies rLen roaCToBbIC Haphl

Meglumine
Polarimetric
Mo aysmnna
Hoaspumerpis

AT

-

Rotation of the plane of polarised light should be
lrom =1,70 © w0 -2.50 °

Bpaienie iI0CKos i MoTAPHIOHIINIION COETa
or-1,70% 10 -2,30 ¢

Sodium calcium edetaie
HUTPSHC KAIbILMA 21cTar
Qualitative reactions
Kuuectneninnie peakinm

A. Keeps requirements
Buuiepknpact rpebosaiii

b. Keeps requirements
Boutepanpact TpedoBanns

A. The salution should become red in colour
OGpa3oBaIE PUCTBOPI KPACHOTO LT

5. The ¢hloroform layer should become
reddish - orange to red in colour

Criol XA0POHOPAL A0MKCH HMCETL OKPACKy 01
K‘HlCli\)l!ﬂTO*ﬂpﬂll)ﬂL‘ll\Jl 0 JL0 KPACcHOTO IBCTO

Eatractable volume
Hanaekaembiii o0benm

20,2 ml
20,2 ma

Not less than labeled claim.
He meniee 0bneMu. YKaIQMIOro Ha MHKETKE

Bacterial Endotoxins

Less than 3.6 Endotoxin Units per ml

ol more than 3.6 Endotoxin Units per ml

hakrepua isibic Menee 3,6 ED uu 1 ma He Gonee 3.6 19 nal ma

IAOTOKCHEB

Osmolality 135.5 mOsmol/kg 350 4 50 mOsmolkg

OeMoasILHOCT] 335,5 mOcmonb/sr 150 & 50 mOcMmonL/Kr

pH 6.8 Between 6.010 7.7

Jull 0.8 16,0077

PMarticulute matter

Mexatnieekne BKI0UCHHA Absent Particulate contamination should be ubsent by

Visible
Biamsae

Invisible

Hermuaumue

Oreyrersywt

Particles 2 10 um:
3 per ampoule
Particles > 25 um:
0 per ampoule
Yacrrin 2 10 MKM:
3/ amnyny
Yaciuus 2 25 MM
0/ amnvay

visual inspection
Mexatiieckne BEIOYMCHMA QAN
OTEY FCTBODBATE 1P BIEYILIIOM KOHTPOIE

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

- The particles = 23 um: average number of
particles = NMT 300 per ampoule

- Yacrimn = 10 MEM: Cpemce  KOAHNCCTRO
yactri - ueGoace 3000/ amuyny

- YacTHibl 2 23 MEM? CPEHCE KOIHUeCTRO
yaernil - e fotee 3007amuyay |

Crpamia 2 nsd
Russia



UMMHEL

TESTS RESULTS STANDARDS
NrObLbI PE3IVJIBTATHI CTAHJAPTSI
Free Aromatic amine 0,009 % Not more than .03 %
Cobounsie apoMaTHICCRIe 0,009 % He Gosee 0,03 %

Iree iodine
Croboansit fion

Keeps requirements
Bruepknsact 1pedORaIHIN

The tolueng luyer ( phase ) should remain
Colourless

Cooii ( ¢um ) TONYONE AOIKCH OCTUBLTLES
OecupeTinM

lodides
Houwua

9,06 pg iodine/ml
9,06 MK HoHa foaa/Mi

NMT 45 ug iodine ions/ml
He Goace 43 Myr Hona flouvrw

[Heavy metals
Taseime METANTH

Luss than 0.002 %
Mence 0,002 %

Not more than 0.002 %
He Gonee 0,002 %

Clarity

Hpospaunoecti

The formulation is clear in comparison o
water, or its opalescence is not exceed that
of the reference solution (reference
suspension No 1)

lpenapar npospatici 1o CPaBieime v
BOAOH KN CIO OHIICCHECHILIA He
Il[.)\'.'llbiulﬂl."r ONANCCUSHIIO YTATOHHM O

pactropa (pedepenc-cyencrani Nel)

The formulution should be clear in comparison
10 waler, or its opalescence should not exceed
that of the reference solution ( reference
suspension No 1)

Tpenapat JIImKeH Dbt IPOSPaiibiv o
CPUABHENHIO € BOAOR WIH CTO OIUISEIETMR e
AOIDKHE HPEBLINATE OHAISCUCIIIG
FTAAOHIOND PACTBOPA (pedepere-Cycnen i
Nel)

Color

The optical density of the formulation at a

CrepuinHocTh

Crepiinno

0.02 wavelength of 430 nm should not exceed 0,15
Inernocin 0,02 ONTHIECKAN 1I0THOCTL TIPCHApATa [P JUIHIC
nomst 430 v ne wocrkna npesiats U,13
Density 1419 Fram 1.390to 1.430
Ternoctn 1.419 O1 1,390 a0 1,430
Sterility Sterile The drug should be sterile

LIpenupar JIOAKCH ObiTh CIEPHILITRIM

Assay of Amidotrizoate
Meglumine
Konnuecnennoe
onpeieacine Meraymung
AMHOTPHIONTA

100.1%

i.e 66047 mg/mL
100, 1%

1. 660,47 Mr/imn

95.0 % to 105.0 % of the labeled amount,

i, 627.0 mg/ml ~ 093.0 mgrml

950 Y = 103,0 Y6 OT KOTHHCCTHL YRANHOIO
W ATHKETKE (01 627,0 A/ 10 693,0 mr/m)

Sodium culeciuwm edetate
Hatprs KQILIAE 21CTaTa

87.2%
i.c.0.218 mg/mL

87.2%
1. 0218 Mi/an

30 % - 120 % of the labeled content e
0.125 mg/ml - 0.3 mg/mL

Or 50 % 20 120 % o1 YKQIAHHOUO 1 DTHRCTRS
ve. o1 0,125 me/mn 10 0.3 mivat

lodine 100,0% 95.0 % — 105.0 % of the lubeled content ie.
Hoa i.€.370.02 mg/mL 351.5 mg/mL — 388.5 my/ml.
100.0% Or 95.0 % 210 105,0 % 01 KonuuceTsa,
r.e. 370,02 moimn YKATAHHOIO 12 JTHKCTKC
e, 01 35 1,5 Mr/an 1o 3885 armi
Crpaniina 3 us 4

Russia
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THE ABOVE SAMPLE COMPLIES WITHHTHE PRESCRIBED STANDARDS OF QUALITY.
BLIHEYKASAIHLIA OBPABEL OTBEMAET YCTAHOBJIENIBIM CTAHIUAPTAM KAMECTHA

TESTS RESULTS STANDARDS
1HPOLLI PE3YJILTATHI CTAHJIAPTHI
Conlainer/closure system Keeps requirements As per NI,
Viakoska COOTRETCTRYET B cooracrerrue ¢ pebosanismin HJ1
Labeling Keeps requirements As per NID.
Mapkuposka Coorpetetnyer B coorsereronn ¢ 1pedonannasa HJL
Storage Al the temperature not exceed 30 °C. Don’t | At the temperature not exceed 30 °C. Don't
Xpanenue freeze., Protect from light and secondary X- | freeze. Protect from light and secondary X-
rays. rays,
Ipu remuieparype ne soeine 30 °C. e [pu remuneparype ne swne 30 °C, He
samopamnnath., | Ipejoxpunsis or coeta | savopazkneare, Npeioxpansrs or caeta n
BTOPH'HBIX PEHTICHOBCKUN JIy4Ci. BTIOPHHILIX PEHTICHOBCKUN J1yeii.
Shelflife 5 yeurs 5 years
Cpox ronocti 5 ner 5 ner

<M‘_

QUALITY CONTROL MANAGER

MEHEJUKEP 110 KOHTPOJIO KAYECTBA




000 «HOHUK PAPMACLIOTUKAN NNABOPATOPU3»

Hpuavyeckui agpec:

Poceun, Mockea 127994, yn. Teepckan, 0.18, kopnyc 1, ka6, 609
Ten/pakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550218/771001001 662 18 11

OrPH 1057746834420

MooTsepxaecnne cooTREeTCTBHR
BEOIMMOI0 JIEKADCTBEHHOI0 NpenapaTa TpeGopanmsm,
YETAHOBIEHHBIM TIPH €10 TOCYAAPCTREHHON PErHCTPaLHy
Ne 775 07 44, 40.2022

Cornacuo Ioctanosnenus MNpasurenscraa PO or 26,11.2019 Nel510 «O nopaske ssona s rpakaanckiit obopot
JIEKapCTBEHHBIX NPENAPATOR JLI MEAMLMHCKOTO NPHMEHEH RS,

Toproeoe HaHMeHORaHHE TPA30OTPAD®

Mexaynaponnoe Henatentosainoe | Harpus amuaoTpmsoar
HAHMEHOBAHNUE (TPYIIHPOBOYHOE
HITH XHMHYECKOe)

JlexapcTenHas Gopma Pactrop ans nHBEKIHE

Hoauposxa 76 %

Dopma BHIMyCKa Pactsop s nebekumi 76% (ammyna) 20 M X 5 (nauka KapToHHAA)

Homep cepur 10222017

OGBeM cepHH 3632

Jlara BRITTyCKa 06/2022

'onen no 05/2027 (31/05/2027)

HaumeHopanue 1 aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

DPOH3BOJIMTENN Pharmaceuticals Ltd.), India

(Bce craaun npoussosicTsaa) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

10nrk Qapmaceiotukan JlaGoparopus (Otzenenne $upmer k. b. Kemnkanc
aupx @apmaceioTHkanc JAra.»), Uenus
Huunam Cenrep, Kprino “B”, 4 Drax, Xuxa Caitkn Poya, Bopnu, Mym6aii 400

030, Uupwa
Site address Plot Ne. 4, Phase 1V, G.ID.C. Industrial Estate, Panoli: 394 116, Dist.: Bharuch,
AJipec npoH3BOACTBEHHON India.
IIOWIANKH Yuacrok Ne 4, @asa 1V, I'M LK. Hugactpuan Uereitr, [anonu: 394 116, okpyr:

Bxapyy, Huaus

Homep 1 4ata perucTpaldoHHOro TIN013931/02 or 17.06.2008 (nara samenw: PY 13.02.2017)
YIOCTOBEPEHHS

Homep HopmarusHo# okymerTamuy | TTN0O13931/02-130217 uam. Ne 1 o 12.07.2019

HasmeroBanye ¥ anpec iepxarens | Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
PETHCTPALHOHHOTO YIOCTOREPEHNA Pharmaceuticals Ltd.), India

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

[Ouux dapmacsioTukan JlaGopatopus (Otaenchme dupms «/I%. B. Kemukanc
aup PapmaceioTHRanc JIta.»), Huaus

Hunnam Ceurep, Kpsito “B”, 4 Orax, Xuna Caiixn Poya, Bopnu, MymBait 400
030, Huana

OrsercTaenHoe nuuo aueTprbGrioTopa OO0 «OuHx DapmacsioTikan Jlabopatopuay — CvupHora A.A., MeHekep 10
ceprudukaumn, npurayNeg-11F6x.10.08.2020

Menemxep no/cepridgurannn AR Cmuprosa A.A.
000 «IOHm\?#up'MaebwTuKM Jlﬁ:mipé?ropm»

iz




AYXEA T10 HAA3OPY

BOOXPAHEHMA

«CBefeHun o BBoJie B rpaxaaHckuil odopoT B Poccuinckon degepavnn
NleKapCTBEHHbIX CPencTs No COCToOAHMIO Ha 08.11.2022 19:05»

JlaTa BHeceHHA B IIpon3soauTens Opraunsauus, Homep Homep, nata
Toprosoe Ceeenss 0 cTaaHsax Hopmartusnas
AHC sl e s (BBITYCKAKIHA Crpana HOHS RO R B BbINYCTHBIIAS B CepHH, pa3pemenHs

Pocagpaenansopa KOHTPOJIb) po a ROEY 2 rpaXkaHCKHH 000poT NapTHH na HJII
TPA3OIPAD®; IOHuK @apmackioTHKAT wwﬂ:mﬂx Hwn_”mnvaqug
pacTeop s TaBopatopua PTOPHS T N013931/02-130217; | 00O "IOHHK

(Otpenenve dupmb
01.11.2022 HHBEKIHH 76% 1 urT. (Otpenenve dpupmb Hunpsa T Ksiias 2 : Ham. Nel k I1 DAPMACBIOTHKA 10222017 -

(20 vn), ammymst (5), | Jx.B Kemmxanc sug - L N013931/02-130217 JIABOPATOPH3"

MavyKH KapToOHHBE/ ~

DPapmaceioTHranc Jita)

®apmaceiotHkanc Jita),

Hupans




