OEKNAPALIUA O COOTBETCTBUA

OEKNAPAHT, MTPUHUMAIOLLMIA BEKNAPALIMIO O COOTBETCTBUM:

AQO P-dapm, Mexpaionnas nHcnexunn deaepanbHoi HanoroBoi cnyxGul Ne 46 no r. Mockae, OTrPH:
1027739700020 or 17.08.2001, anpec: 123154, Poccus, r. Mocksa, yn Bepsapuna, 4 19, x 1, Ten: +7(495) 956-7937
B nuue: MeHepansHoro avpekropa Wrkatbesa B.I,

Loeepennoe nuuo: Muuaes U, H.

Doeepennocts Ne 368 ot 28.12.2016

3AABNSAET, YTO NEKAPCTBEHHOE CPEACTBO:

lomMepoH, pacTBop ANA wHBbeKUniA 350 Mr fioga/mn 200 mn, donakoms (1), navuxy KapToHHLIe, per. YA. Ne JIN-0019389 or
18.12,2012 (aava samewbi PY 27.08.2018), ssinano Bpakko Ceuce CA, Waeliyapus, cepus LP8711D, rogex go:
31.10.2023, naprust: 6000 ynakosok. [uctpuSsioTopckos cornalenne 6/ o1 01.12.2018, uxsoic Ne 1804300066 ot
20.02.2019

BbiNycKaeMoe W3roToBuTenem: | Koa OKNaz:

Mareox Wranua C.n.A./Patheon ltalia S.p.A., 2 Trav, SX Via Morolense, 5, 03013 Ferentino 21.20.23.112
(FR), ltaly, cTpana: Uranua

Kon THBA[
COOTBETCTBYET TPEBOBAHUAM: 3006300000
1IN 001939-181212, nam. Ne1

AEKNAPAUUA NPUHATA HA OCHOBAHWUU

Mpovokon ncneiranuit Ne 1570 TN or 14.03.2019, 000 "UeHTp konTpons kavectsa Bnonaid", arrecrar
akkpeauTaynn: RA.RU.21UK01 ot 22.07.2015, Cepmudmkar cooteetcreus Ne POCC IT.0B14.C77667 or 14.03.2019

APALIMN: 15.03.2019
BETCTBUW AEACTBUTENBHA [0: 31.10.2023

MuHaes M. H.

(nganmcs) {TaMunuR, WiHLAANRI]

CeenieHus o perucrpauumn gexknapauun o cooTBeTCTBUA

3AQ0 "Texxauecteo”, 109044, r.Mockea, yn. fuHamoBckan, &. 1A, od. 400, Ten,; +7 (495) 676-5417, thakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.11$B14 abnigas ®enepansHol chyxGol no akkpeawralum

Aara perucrTpaumm: 15.03.2019

oGpoTrH A.B.

{noankcs) ANMA, KEWUWANL)




kel )‘mﬁhi-Néf-i:B“ﬁﬁo r. Mockes OFPH: iy
M, 419, x 1, Ten: +7(495) 956:7937
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SCIENTIFIC
The wotld leader in serving aclence

Thermo Fishaer Sclentific
Paihean, pari of Thermo Fisher Sciantific

1l Trav. SX Via Morolense §, 03013 Ferentino (FR), Halla

Phone +39 07753091
Fax +39 0776386259
hammofigher.com/paihaon
Ed:01
CERTIFICATE OF cGMP COMPLIANCE
Code: 415978
Description: IOMERON 350-200ML RUSSIA
Batch No: LP8711D
Manufacturing date: 11/2018
Expiry date: 10/2023
Quantity: 6000
Destination Country: RUSSIA

| hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with the
requirements of the Marketing Authorization (s) of the destination country/countries

| declare that:

j!{No deviation occurred during the manufacturing and/or testing of this lot

I The deviation listed below has been investigated and approved by the

Quality Assurance Department

Qualified Person

Sighature

Date




Thermo Flshar Sclentif
ThermoFisher Patheon, par of Trauro Flet Gcenti
SCIENTIFIC 2* Trav. 5X Via Morolense 5, 03013 Ferenting {FR), halia
Phone + 39 07733891
The world leeder in scrving scicnce Fax 430 0775300258
Lhermafishes.comipathaon
Name: IOMERON 350-200ml-Russia
Specification: SP-lomeren Fill
Code: 415978
Lot#: LP8711D

Manufacturing date: 11/2018
Expiry date: 10/2023

Results

Test Description Acceplance Critogia Results U.M.

Appearance Clear colourless sol (ual) Conform -
Colour (AU at 450nm, 4 - cm cell) j<= 0,080 (AU 450nm - 0.012 AU
spectrophotometric)
pH 8.5 - 7.2 (potentiometric) 7.1 pH
Identification: lomeprol (HPLC)  |Corresponding Carresponding -
lomeprol 678.71-750.15 mg/ml (HPLC) 718.14 mg/mi
Free lodina Absent Conform -
Inorganic lodides <= 4.0 mg/100ml (Ag traticr) | 07 mg/100ml
Heavy metals <= 20ppm (quantitative test) <20 ppm
Impurities: by products total Not more than 1% (HPLC) 0 %
Impurities: Unknow (each) Not more than 0.1 % (HPLC) 0.0 %
Impurities: by-products B18360  [Not more than 0.7 % (HPLC) 01 %
Impurities: by-products B19180  |Not more ﬂ;lan 0.2 % (HPLC) N.D. %
Identification: Trometamol (HPLC) | Corresponding | "Comesponding -
Trometamol 0.90 - 1.06 mg/mi (HFLC) | 1.02 mg/ml
|dentification: Hydrochloric acid  [Carresponding =i Conesponding -
Copper <= 1ppm (colorimetric) 0 ppm

%Dﬂgv
-antino {FR), lalia

Palheon italia S.p.A. - Socleld con Unico azionista, otta a direzions @ coordinamanto 4 Pathac| 7‘
Codce fiscala & [scrizione ol Regsiro delle immudI onza o Branza n, 019246107348 - REA: M, 1585 313 l"a

: Visle GB. n* 110, 20900 Monza (MB), Italia - Bede Secondaria: Fumw*o 2 TF i $>< Vn M
Unlﬂ Locale: Via Torri Bianche n* G 20871 Vimarcats (MB), halia ;

‘a'.'




Thermo Fisher Sclentitic

ThermoFisher Pahaun,partof Therma Fiher Sclili
SCIENTIFIC 2* Trav. 5X Via Morolense 5, 03013 Fesontino (FR), laks
Phona + 38 07763801

The world lepder lu serving science Fax +39 0775300269
tharmofishercompathaon

Test Description Acceptance Criteria =2 Results

Hydrochloric Acid <= 0.3 mg/ml (Ag titration)

Extractable volume 10D - 110 % of the labelled volume 103 i %

Sub-visible particles >= 10pym Not more than 25/ml (EP phometric 1 numiml
mathod)

Sub-visible particles >= 25um Not more than 3/ml (EP phomedric 1 num/mi
method)

Sterility Sterile (membrane filter method) STERILE -

Bacterial endotoxins <= 0.7 EU/m! (kinetic turbidimetric <0.2 EU/mI
method) :

* referred 1o theoretical lomeprol content

Status

This lot has been manufactured, tested and ralaased according to the relevant manufacturing and testing Standard
Operating Procedures, to the curent Good Manufacturing Practices and to Marketing Authorization iszued by tha
relevant ragulatory Authorities.

Approver: Dept/Position: Data e ora:

Robsrta MARCONE QC MANAGER 29 JAN 2018 11:53.06
*This ceriificate has baan signed and ganarated elactronically and the electronic signature is equivalentlo a handwritien signature.

Page 2 _of 2

415878
LPB711D

ariala € 15.300.000,00 Lv.
I I 12504850158

Pathaon llails $.p.A. - Soclata oon Unico azionista, soggelta a dirozione & cour
Codice Rscale o Iscrizione al thmmdsla Imprese df Monza e Brianza n. 018
Seds Legale: Viale G.B. Blucchi n® 110, 20033 za (MB), halia - smsq
Unité Locaks: Via Torri Blanche n* 8, 20871 Vimarcate (M8), lislia

—_—




“1 F'Ish . «Tepmo Suwep Caientudux» (Thermo Fisher Scientific)
m er «Mareois (Patheon) sxoaut B cocTas «Tepmo PHwep Camentnur {Thermo
SCIENTIFIC Fisher Scientific)
MUpOBOil TMAED B CAYIKEHHH HIYKE Il Tpas. CWikc Bua Moponense, 5, 03013, GepeHTuHo {@P), Utanmn (Il Trav. SX
Via Morolense S, 03013 Ferentino {FR), itafia)

Ten.: +39 07753991

dakc: +39 0775399259

thermofisher.com/patheon

Ed:01

CEPTH®UKAT COOTBETCTBHSI JEHCTBYIOUUM TPEFOBAHHAM HALTEXANIEA
[IPOM3BOACTBEHHOI NPAKTHKH (cGMP)

1o KaTanory: ) 415978
HOMEPOH (IOMERON) 350-200M.11

OnucaHue: POCCHA

Cepus Ne: . LP8711D

JlaTa npou3BoACTBA: 11/2018

Cpok FrofHOCTH: 10/2023

Konuuecrso: 6000

Crypaua HasHAYCHUA? POCCHA

HacTosiudM NOATBEPHKAAIO, YTO BCE ITaANbI NPOH3BOACTRA JAHHOH cepHH rOTOBOTO NPOAYKTa 6bLTH
BBITONHEHBI B MOJIHOM COOTBETCTBUH ¢ TpeboBauamy [Tpasun HaZTeKALEH NPOH3BOACTBEHHOH
NpaKTHKWH B KOHTPOJIA KaYecTBa JIEKApCTBEHHBIX CPLACTS (GMP) EC # TpeSoBaHHiMH, CONCPHALIUMHCA

B PerncTpalMoHHOM(BIX) YA0CTOBEPEHHH(AX) NEKAPCTBEHHBIX CPEACTB CTPaHBLI/CTPAH HAZHAYEHHUA.

51 3agBnA0, YTO:
® B npouecce NPoH3BOACTBA / TECTHPOBAHHY JaHHOMN NaPTHH HHKAKHX OTK/IOHEHHH He
BO3HHKJIO.
3 INepe4HCNEHHBIC HIKE OTIIIOHCHHA GLiIH PACC/ICAOBANBl H OIOOPCHBI:

JlenapraMeHT 110 00ECMEHCHHIO KA4CCT i

Y NONHOMOUYEHHOE KO IMoanuecs Jlata

/noonuce/ 29.01.2019 2.

Tyt




Tl‘m ﬁ8h . aTepmo Guwep Caientudmi» (Thermo Fisher Scientific)
er «Nateon» (Patheon) BxcanT B cocTas «Tepmo Guwep Canesmdun» {Thermo

SCIENTIFIC Fisher Scientific}
MuUpORO NHARD B CAYMEH UM HBYKE 2* Tpas. Cvikc Bua Moponen3e, 5, 03013, depentuHo (OP), Uranun (2° Trav. SX
via Morolense 5, 03013 Ferentino (FR), Italia)

Ten.: +39 07753991

daxkc: +39 0775399259
thermofisher,com/patheon

Cepmugukam gHaau3a

QUO: WOMEPOH (IOMERON) 350-
200MAN-POCCHA

Cneyugurayua: SP-HomepoH (lomeron)
HOMUYHANbHbIA 06BEM

no kamanozy: 415978

Homep cepuu: LP8711D

Jlata npoussozacrtsa: 11/2018
Cpok roanoctu: 10/2023

Pe3ynbTaThl

Omnrcanne Hlennnsnnm IWpoeepring i feMuELn Peivann ISR RTSSIN

Bueinin# sui TTpospasnsii, GecupeTibiH pacTaop Coorpercrryer -
(BH3yaSIRHAS OLICHKA)
Liset (OnThucckne cannulsl Ha 450 | <= 0,060 (OnmH'eckix CUsHHLL Ha 450 um - 0.011 ONTHYCCKHX
0M, 4-CM KJETKM) CNEKTPOPOTOMETPHYCCKIH QHuIN3) CIHHHL,
PH 6,5 - 7,2 (HOTCHIHOMCTPHHECKHM 7.1 pH
METO0M)
Haenrndukaimn: Homenpoa Coorpercrsyer Coorpercrsyer -
(lomeprol) (BIXX)
Homenpon 678,71 - 750.15 mr/yn (1DKX) 719,14 Mr/s
CpoGoankiii flon Oreyrerayer CooTReTCTRYET -
Heoprannyeckne Roauis! <= 4.0 M7 100 ma (Lnrponamie ¢ 0.7 M/ 100 mn
cepebpom)
Taxesme MeTanbl <= 20 M.J. (KOAHYCCTREHHBIA aHAIN3) <20 M.
IpuMecH: B LeOM MO NPOAYKTY He Gonee 1 % (BDXAX) 0 %
Mpumec: HenspecTHsie (kaxaan) He 6onee 0,1 % (BDHXN) 0,0 %
TMpumeck: no npoaykry B18360 He 6paee 0.7 % (BDHX) 0.1 %
[Tpumecy: no npoaykty B19190 He 6onee 0.2 % (BIWKX) HJL %o
Hitentuduxaums: Tpometamon Cootsercraycr CooTBeTCTRYET -
(BIXX)
0. \ Cip.1mn32
MNareon WMraama C.n.A. (Patheon Ralia 5.p.A.) -KOMNAHHA C EAUHCTBEHNLIM AKLICH EPOM, YNPABARICHIAR Y on B.V.), - axumonepHbii
xanuran 15.300.000,00 Eepo 7 <
fucKansHul KOA W HOMEp ana yuérta HOC 8 Peectpe Mpeanpuarwi Mouwa-a-Epuanua: 019245103 0 nnatensugika HAOC: 1T
12584850155 i

Moponenae, 5, 03013
depeutuno (BP), Utanua

iOpuaseciui anpec: Viale G.8. Stuechi No* 110, 20900 r. MoHua (MB), Hrania ~ flononkurens W g
o
MecTHoe Moapasaenenme: ¥n. Topph GeAnke Ne © 9, 20871 r. Bumepxare (Mb), Hrasna W

i‘%{;}ﬂ Mo
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'I'he"m F"sh «Tepmo duwep Calientudurs (Thermo Fisher Scientific)
l El’ «NateoH» (Patheon) BxoaMT 8 COCTaB «Tepmo Grwep CaREHTUOHK) {Thermo

SCIENTIFIC Fisher Scientific)
Muponoli unep B CAYEHHM HayRe 7* Tpas. CHrc Bua Moponenze, 5, 03013, ®epenturo (OP), Utanun (2* Trav. SK
Via Morolense S, 03013 Ferentino (FR), Italia)

Ten.: +39 07753991

@axc: +39 0775399259

thermofisher.com/patheon

415975
KP8553A

Cepmuthukam aHanusa

Onneare Henranns K pugepian e, swatoe re Pesyanrang

Tpomeramon 0,90~ 1,05 mr/sun (BIXHX) 1,02

Hnenrndurauna: Conavas Kuenota CooTBCTCTRYCT CooTrercrsyeT -

Meus < = Im.1. (KosnopHMETpHUCCKHIt MeT01) 0 M.

Counsivas kucaoTa <=0.3 Mr/ma (THTpORARAC cepedpoM) 0.2 MM

Haenexaemuiil obsem 100 - 110 % 00nemd, Yi aHioro Ha 103 o
JITHKCTKE

Hepraumsic yacTHub >= 10 MKM He Gosiee 25/vu (doroMeTpydeckuit McTon 1 Kos-o/ea.
no Ed) - 7

HepuanMple yaCTHUBLE >= 25um He Goaee 3/v0 TOME | PHUCCKHA Mel | Koi-o/ea.
o L)

CTepHabHoCcTL CrepunsHbli (METOA MCMOPaHHOH CTEPHJIBHBIF -
tunbTpalm)

BaxrepHansHale SHAOTOKCHHE! <= 0.7 ED/mn (xunernveckuit <0,2 Eimn

TypBoaumerpuueckuli MeTon)

¥ yKa3aHO TEOPETHULCKOE ColepHdnne Homenpona

Craryc

1

Jlannas cepus GbIIM HITOTORNEHE, IPOTECTHPOBANA M BHITYIUCHA COPIALHO COOTRETCTRYIOUIMM CTAHARPTHLIM
ONEPALMOHBEIM IIPOLCAYPAM 1A IPOH3BOACTIO M TECTHPORANNE, COMIACHO JCHTTIY UMM TpeGosarnam [Ipasui naunexaueh
[POM3BOACTBEHHON NPAKTHKME, & TAKKE PEFHCTPALHONNIONY YAOCT IBCPCHHIO, BLULIITHOMY COOTRCTCTRY KYLHMH

EIVHATOPHEIMHY OPTAHaMH. - R
Yroepxnaer*: OTaen/101 < HOCTBE Jlarta u spema;
PoGepra MAPKOHE (Roberta MEHE/DKEP OTAEJA J
MARCONE) KOHTPOJISI KAYUECTRA 29 snsaps 2019 11:53.06

* Jlanumii copTHMKET O MOAOMCAH M CITHCPHPORZH D JICKIPOHNOM  BHIE, OJCKIPOMNDA  NOAIKCH ABNSCTCA  IKBHBAICHTOM
COOCTREHHOPYYHOM NOJMHCH.
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N g %, 5
Mareon Wranua C.n.A. (Patheon Italia S.p.A.) -HOMNaHMA C EAMHCTREHHKIM AKLK e‘pu#' YN papAgT unm}g A n'ar_f._}zuu 6.B. {(Patheon B.V.), - aKyuoHepHbIf
xanmTen 15.300.000,00 Espo S 4 g Se +
SUCKANLHEIA KOA W HOMEP AnR yuéra HAC 8 Peectpe Npeanpusmyit MaHya-alt .x,«aguaqegﬁ’ REg:,'ﬁ&-’l,ﬁsﬁsaa - womep nnarensupka HAC: 1T
12584850155 ¥ e\ N e

c: wqgéuti}@: 2* Tpas. 5X Bua Moponenae, 5, 03013

4N
>

1Opuan4ecxuit agpec: Viale G.B. Stucchl No™ 110, 20900 r. Mokua {(MEB), HTannﬂuc_-;no'r:v:S HAT
®epenTuHo (DP), Uranua )
MecrHoe noapasaenenne: Ya. Toppu Bornke N2 * 9, 20871 r. Bumeprare (MB), MTanury
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