UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJI JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenene gupmer « B Kesukaic o1 bapmacsioTukane Jlt.»)
Worli, Mumbai 400 030, India - Bopan, Mym6aii 400 030, Humus

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

QUALITY CONTROL DEPARTMENT

OTAEN KOHTPOJIS KAUECTBA

Product Name

HazBsanme npenapara

TRAZOGRAF ®

Selution for injection 76% (ampoule) 20 ml Mo 5 in cardboard pack
TPA3ZOIPAD ®

Pacteop juia nnvekunii 76% (amnyna) 20 mu Ne 5 (navka KAPTOHHAA )

and date

Registration certificate number

Homep Peructpaunonnoro
| YAOCTOBEPEHUS | aata

ITNO13931/02 o1 17.06.2008

Batch Ne 10222012

Cepus No [ |
Milg. date 06/2022

ponssencio

Valid to 05/2027

Mogen po

Analytical Report No 17FP22001153
| Anaanruyceknii Orier Ne

Date 24.06.2022

Ta

APL, manufacturer of API;
Hanmenopanme ak TuBHO#
cyGeTasumm, nponIBoANTEIb:

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

Meglumine — Merck KGaA, Germany

AMHI0TPHIOCRAR KnenoTa - IOcteca Mmaren C ALY, Henanns
Meraymnu — Mepk KI'aA, epmanns

The analysis was carried out
according to Normative document
Ananuz mwionsen no HJT

I NO13931/02-130217, Change Nel dd 12.07.2019
[TNO13931/02-130217, Uamenenne Nel ot 12.07.2019

Adlpec NPOMIROACTBEHHON NNomaz KN

Manufacturer Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
Hpomszsonurens Pharmaceuticals Ltd.), India
10nnK  PapmacsoTiran JlaGoparopws (Ornesenune tupmer «Jbx. B,
Kemukaie ama apmacuiorukaic Jiva, »), Huans
Site address Plot No. 4, Phase IV, G.LD.C. Industrial Estate, Panoli: 394 116, Dist.-

Bharuch, India
VYuacrok Ne 4, dasa IV, [HJLK. Wuaacrpuan Mereiir, [anonu:
394 116, Okpyr: Bxapyy, Mnjus

Storage At the temperature not exceed 30 °C. Don't freeze. Protect from | ight and
Xpanenne secondary X-rays.
Ipn Temneparype ne suiwe 30 °C. He SAMOpAAHBATE. [Tpenoxpansts, ot
CRETA H BTOPHMHLIX PEHTICHOBCKHX JIy*ICii.
Shelf life 5 years
Cpok reaHocTy | 5 ner
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TESTS RESULTS STANDARDS
NPOLLI PESYJILTATBI CTAHJIAPTBI
Description Clear, pale yellow, slightly viscous liquid, | Clear, colourless w pale vellow, slightly viscous
which may become crystallized at a room | liquid, which may become crystallized at a room
or helow room temperature. or below room temperature,
Onucanne Ipospaunas, crerka nsikas kuakocts ot | [pospaunas, chrerka nsskas KuiKoCTb o1

CBETI0-AREATOr0 upeta. Momer
KPHCTAIHIORATLCH NTPH KOMHATHOH
TEMICPATYPE KM TEMICPATYE HHKS

KOMHATHOMH.

OecuBe o 10 CoeIIo-ReaTon uuetd. Moxer
KPHCTALTH3OBATLCA NPH KOMIATINON
TEMIEPATYPE K TEMICPATYPE HHAKC
KOMHATION,

acid

TMoanunnocrn
AMHAOTPHIOEHOE KHCIOTH
TLC

Identification of Amidotrizoic

A. Keeps requirements

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

TCX Bripepxusuct tpebonanna OcHOBHOE MATHO HA XPOMATOT PAMME HCILITYE-
MOTO PACTROPA JTOIKHO COOTRETCTRORATL OCHOB-
HOMY HATHY HEd XPOMATONPAMMC CTAWI@pTHOrO
PAcTBOPA HO NOJOKCHHIO, HITCHCHBHOCTH 101 -
JIOMCHHA W BETHYHNE

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

MeToa ecTpyKitui Brunepxupaet rpebobanus JloaxHbl BLEICAATECH GUOICTOBBIC HAPDE

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

Polarimetric from=1.70 ® 0 -2.30 ©

U Sp— - 198 ﬂpamclmnc TIOCKOCTH NOTHPHIORINNONG CRETA
ot -1,70 " 10 -2.30

TMonapuser pua

Sodium calcium edetate
Harpus kwibuns »acrara
Qualitative reactions
Kawectsenibie peakunn

A. Keeps requirements
Bryiepxusacr rpebosanns

b. Keeps requirements

A, The solution should become red in colour
OGpaoBaHie pacTBOPa KPaclioro unera

b. The chloroform layer should become

Buunepsusaer rpeSosanus reddish - orange to red in colour
Caoll xa0podopma 1o/Ken HMETL OKPACKy 0T
KPACHOBATO-0DAHIKCBOID JI0 KPACHONO 1IBETA
Extractable volume 20,2 ml Not less than labeled claim.
Hisniexaesmulit o0nesm 20,2 ma He smenee ofnema, ykasanioro a 5THkeTke

Bacterial Endotoxins
bakTepuanLinie
JMLAOTOKCHNEL

Less than 3.0 Endotoxin Units per ml

Menee 3,6 ED na 1l ma

Not more than 3.6 Endotoxin Units per ml.
He Gonee 3,6 ED na 1 ma

Buanmnic

Invisible

Hepwamsmie

Osmolality 337.5 mOsmol/kg 350 £ 50 mOsmol/kg
OCMOUBUILHOCT R 337.5 mOcsom./xr 350+ 50 mOcmonn/kr
pl 7.0 Between 6.0 t0 7.7
pH 7.0 Or 6,0 10 7,7
PParticulate matier
Mexannueckie BrnoMcng Absent Particulate contamination should be absent by
Visible visual inspection
Oreyremyior Mexannueckue BETIOUCHNR QMK

Particles 2 10 pm:
2 per ampoule
Particles 2 25 um:
0 per ampoule
Yactumm 2 10 mem:
2/ avnyny
YuctHum 2 25 Mkm:
0/ amnyay

OTCYTCTBOBATE HPH BH3YUILUOM KONTPOJIC

- The particles = 10 um: average number of
particles- NM1T 3000 per ampoule

- The particles = 285 um: average number of
particles - NMT 300 per ampoule

- Yactmuw 2 10 MKMI cpeaHee KOANYECTBO
uactniy - e Gonee 30007 amnyay

- YacTHitel 2 25 MEM: CPEANCE KOMRICCTDO
vaetHiL - He Goaee 300/amuyay
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TESTS RESULTS STANDARDS

1POLBI PE3YJILTATHE CTAHJIAPTEI
Free Aromatic amine 0.009 % Not more than 0.05 %
Crobombie apoMaTHYCCKHe 0,009 % He Gonee 0,05 %

AMHHEI

Free iodine
Croboanlii ot

Keeps requirements
Bhiepausact 1pebosanny

“T'he toluene layer ( phase ) should remain
Colourless

Croit ( dasa ) TOIy0a A0IKEH OCTABATBCR
OeciBeTHRM

lodides
Homnm

9.38 pg iodine/ml
938 M wona Hona/ma

NMT 435 ug iodine ions/mi
He Bonee 45 Mer wowa Bona/mn

Heavy metals
TaAkCILIE METI LI

Less than 0.002 %
Menee 0,002 %

Not more than 0.002 %
He Gonee 0,002 %

Clarity The formulation is clear in comparison to | The formulation should be clear in comparison
waler, or its opalescence is not exceed that | to water, or its opalescence should not exceed
of the reference solution (reference that of the reference solution ( reference
suspension No | ) suspension No 1)
Hpospaunocrs [lpenapat npospavei 1o CpaBHEHHIO ¢ Ipenapat aomken GLThH NPOIPAMIHLIM 110
nOJIOH WM ero onanecieniua ne CPABIEHHIO ¢ BOAOH WM €ro Onaseciuenims e
HPCBRITIACT ONANCCHICHITHIO A TAIOHHOTO JWOJTEHE TPCRBITIATH OHAICCHCHIKIO
pactsopa (pedepenc-cycnensan Nel) raionnoro pacrsopa (pedepenc-cyciiensan
Nel)
Color The optical density of the formulation at a
0.01 wavelength of 430 nm should not exceed 0.15
ULpernocts 0,01 Onrhyeckas NAOTHOCTL NPENapard npi Janie
BoHR 430 HM e aonskua npessimath 0,15
Density 1418 From 1.390 10 1.430
Lwinocs 1418 O1 1,390 no 1,430
Sterility Sterile The drug should be sterile
Crepuasnocts CrepHabto [penapar aonaen ObiTh CTEPHABHBIM
Assay of Amidotrizoate 99.8% 95.0 % 1o 105.0 % of the labeled amount,
Meglumine i.e 638.46 mp/ml, i.e. 627.0 mg/ml. - 693.0 mg/ml.
Koansecrsennoe 99,8% 95,0 % - 105,0 % or koaMueC TR, YKAZUIIOIo

QUPCAICHHE Meraymuna
AMMJIOTPII0ATA

.8, 658,46 Miv/ma

na YruKeTRe (01 627,0 mr/ma a0 693,0 s/

Sedium calcium edetate
Hﬂﬂ’ml KATLILMA D/1eTaTd

86.2%
i.¢.0.216 mg/mL

50 % - 120 % of the labeled content e,
0.125 mg/mlL ~ 0.3 mg/mlL

86,2% O 50 % po 120 % o1 ykasanHoro a YrukeTke
¢ 0.216 mr/ma T.¢. o1 0,125 mr/va go 0,3 sr/sa
lodine 99.9% 95.0 % — 105.0 % of the labeled content i.c.
Hoaa i.0.369.61 mg/ml 351.5 mg/ml. — 388.5 mg/mL

99,9%
T.¢. 369.61 Mrivn

01 95,0 % 0 105,0 % or koamuectoa,
YKQIAMONO 14 YTHKETKE
T.¢. 0T 351,53 mr/mut 1o 388,35 mr/mi
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TESTS RESULTS STANDARDS
11POBbI PEIYALTATDI CTAHAAPTDI

Container/closure system
Yiakoska

Keeps requirements
Coornercrnyer

As per NI,
B coorsercrmm ¢ rpeGonaunsmu HJL

Xpanenne

freeze. Protect from light and secondary X-
rays.

[pu remucparype ne suime 30 °C. e
3aMopakmBarh. [Iperoxpansrs o1 creta W
BTOPHUHLIX PEHTICHOBCKHX ﬂ)"lcii.

Labeling Keeps requirements As per ND,
Mapkuponka Coorserersyer B coorsercrnnm ¢ tpeGonanusmu HJ1
Storage At the temperature nut exceed 30 °C. Don’t | At the temperature not exceed 30 °C. Don't

{reeze. Proteet from light and secondary X-
rays.

ITpn Teameparype e suiwe 30 °C. He
samopaxusars. llpegoxpansite o1 coera u
BTOPHYHLIX PCHITTCHOBCKHX ."[)"lcﬁ.

"Shell Tife
Cpm( ToJIROCTH

5 ycars
5 ner

5 years
Sner

THE ABOVE SAMPLE COMPLIES WITH THE PRESCRIBED STANDARDS OF QUALITY.

BHIIEYKATAHHBIA OBPA3EL OTBEYAET YCTAHOBJIEHHBIM CTAHJIAPTAM KAUFCTHA

Crparnia 4 w34
Russia

QUALITY CONTROL MANAGER

MEHEJUKEP 1O KOHTPOJIO KAYECTBA




000 «lOHUK PAPMACBLIOTUKAN NABOPATOPU3»

KOpuauyeckun agpec:

Poccus, Mockea 127984, yn. Teepckas, 4.18, kopnyc 1, kab. 609
Tenichakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KINMN 7703550218/771001001 662 18 11

OrPH 1057746834420

TMoaTRepKACHHE COOTBETCTBHA

BBOIHMOTO JIEKAPCTBENHOro npenapata Tpebopanunm,
YCTAHOBJIEHHBLIM MPH €r0 rocyAApPeTEEHHOI perucTpaunn

Ne 762 o 74 2022

Cornacno IMTocranosnenus Ilpasurenscraa PO o1 26.11.2019 Nel 510 «O nopsaxe 8soaa B rpaxaaHckni obopor
NEKAPCTREHHBIX (PENAPATOB JUIA MEIMUHHCKOTO NPHMCHEHUAD,

Toproeoe HAHMEHOBAHHE

TPA3OTPAD®

MeicnyHapeaHoe HeNareHToBaHHOe
HANMEHOBaHHKe (IPYNNHPOBOMHOE
HITH XHMHYECKOE)

Hatpus amugoTpusoar

JlekapcTBeHRas dopma

PacTrop fUis AKbexuni

Iloauposka 76 %

PopMa BEIITYCKA Pacteop ans unbexumi 76% (amMnyna) 20 mi x 5 (nauxa kapToHKas)

Homep cepun 10722012

Ob6vem cepuu 3637

Jara Beimycka 06/2022

lonien o 05/2027 (31/05/2027)

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

(Bee cTaauu NPOH3BOACTBA)

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

Onuk ®apmaceiotuxan Jlaboparopus (Otnenenne ¢upmul « [k, B, Kemuxanc
sua Dapmacwiotuxanc JIvwy), Haaus

Huunam Cenrep, Kpuino “B”, 4 Drax, Xuna Caitkn Poya, Bopnu, Mym6ait 400
030, Huaus

Site address
Ajipec NpOU3BOACTBCHHOM
TUIOIAIKH

Plot Ne. 4, Phase 1V, G.I.D.C. Industrial Estate, Panoli: 394 116, Dist.:
India.
VYyactok Ne 4, Paza IV, I'M.JLK. Wupactpran Mcreiir, [Tanoan: 394 116, oxpyr:
Bxapy4, Hugus

Bharuch,

Homep 1 nata perucTpalMoHHOTO
YIOCTOBEPERMA

TTNO13931/02 ot 17.06.2008 (gara samennt PY 13.02.2017)

Homep HopMATHBHO#H OKYMEHTALHH

[TNO13931/02-130217 nam. Ne 1 ot 12.07.2019

HaumeHOBANAE H ANpEC ACPKATENL
PeTrHCTPALHOHHOIO YA0CTOREPE HIMR

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

1Onuk dapmaceiotakan JaGoparopus (Orpenense gupmbl «[[x. B, Kemukanc
3ua QapmacsioTHkanc Jita.»), Haaua

Hurnam Centep, Kpeino “B”, 4 Drak, Xuun Ca#ikn Poyn, Bopnn, Mymbaii 400
030, Wupns

OrserctBenHoe nuuo auctpubstotopa Q00 «lOuvk PapmachioTHran ﬂaﬁopampm» — Cmupuosa A.A., MEHEILKEP N0

ceprrdukai, npukas Ne9-OJ1 or 10.08.2020

C ysamenuem,
Menemkep o ceprudHKALHM

000 «I0nux ®apmacsioTnran JlabopaTopns»




B COEPE 3APABOOXPAHEHMA

«CBefeHnA o BBOAE B rpaxgaHcknin odopoT B Poccuinckon ®egepauummn
NeKapCTBEHHbIX CPenCcTB No cocToAHMIo Ha 20.10.2022 12:20»

JlaTa BHeceHHs B Topronoe Ipon3soguTens TR A Hopusrummas OpranHzanus, Homep Homep, nata
AHC (BbINYCKAIOMIHA Crpana BbINYCTHBIIAS B CepHH, paspenienns
Pocanpasnajgzopa HAHMEHOBANHE KOHTPOJIb) HpECRlAcTES MOKYMEHTAIAS rpaxaaHcKHi 00opoT NapTHH ua HJIIT
TPA3OI'PAD®: FOnnk ®apmackioTHKAN ﬂuﬂﬂﬂ“”ﬂ”wgsgrg
pacTeop st Jlaboparopu3 (Otnesis g [T N013931/02-130217; 000 "IOHHK
17.10.2022 uHbeKIMi 76% 1 m. (Otnenenve pupmb Huausa THiE B Iekinitn e sl Ham. Nel x IT PAPMACBIOTHKAJT 10222012 =
(20 M), ammy sl (5), B . Kemukanc ang - N013931/02-130217 JIABOPATOPH3"

NavyKH ﬁm—udQ—mmzﬂ_‘ o)

DapmacbioTukaic Jita)

®apmaceioTHRaic JITa),

Hupnsa




