AEKNAPALIUST O COOTBETCTBUU

AREKNAPAHT, MPUHUMAIOLINMIA [EKNAPALIMIO O COOTBETCTBUU:

AD "P-®apm”, MexpahoHHan uHcnexyus degepansHoOl HanoropoR cny»Gwi Ne 46 no r, Mockee, OI'PH:
1027739700020 or 17.08.2001, agpec: 123154, Poccus, r. Mocksa, yn BepsapwHa. 4 18, x 1, Ten: +7(495) 956.7937
B nuue: MenepanbHoro anpexropa Wrnatsesa B.I°

Hosepennoe nuyo; AdmanbavHosa E. M.

fosepeHtocts Ne 1004/4 o1 18.09.2017

3AABIAET, YTO NIEKAPCTBEHHOE CPEANCTBO:

Womepow, pactsop gns MHBEKUMA 400 mr fiopa/mn 200 mn, b rakoks (1), naukn kapTonHyie, per. ya. Ne fiN-001939 or
18.12.2012 (pata 3ameHbi PY 03.04.2019), Bbinano Lpakko Cavce CA, Waeenyapun, cepus MP9704E, rogen ao:
30.04.2024. napTua: 9986 ynakopox. fucTpuBelotopcroe cornawesue 6/H or 01.12.2018, unsoiic N2 1904300300 ot
22.08.2019

BbllMyCKaemMoe N3rotosurenem: Kog OKMA2:

laveon Uranus C.n.AfPatheon ltalia S.p.A., 2 Trav. SX Via Mcrolense, 5, 03013 Ferentino 21.20.23.112
{FR), taly, crpana: Utanus

Koa THBIA:
COOTBETCTBYET TPEBOBAHUAM: 3008300000
Nri001939-181212, uam. Net,2

REKNAPALIUA NMPUHATA HA OCHOBAHWN

MpoTokon wensiranmia Ne 6236 TN or 08.09.2019, 00T "Uewrp KOHTPONA kavecTsa Buonahidy”, aTrecrar
axkpeawTaunn: RA.RU.214KO1 ot 22.07.2015. Cepmudbvikar cooraercraus Ne POCC IT.©B14.C89678 or 09.09.2019
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7 AfimanbauHoaa E. M.
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Ceenenus o peructpauuu AeKnapauuu o CoeTESTCTBUU

3A0Q "Texxkavecrao”, 109044, r.Mackea, yn. Junamosckas, A 1A, od. 400, Ten.: +7 (495) 676-5417, daxc: +7 (495)
675-2941, www.tehkachestvo.ru, tehkachestvo@gmail.corm, OIPH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.119B14 Boigan ®enepansHol cnyxBoii no akkpeauTayum

"Texxavecroo”
Pyxosogurentd
HoGpoTtud A B,

(BaMUANA, KRUUWANGT)
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i CI/ICTEMA CEPTUOUKALMHA TOCT P - |
| f:mE;[EPAJILHGE AI‘EHT(‘TBO MO TEXHUYECKOMY PEI'YIMPOBAHMIO U ME’I‘PBJIOFH E

'

1 KIS .
I??;%@p%memmm VIoMEpOH, PACTEOPD ANR MHLOKL UK 400 mr ogamun 200 mn, pnaxous! (1)

Ne POCC IT.®B14.C839678
Cpok aejicTBusi ¢ 09.09.2019 no

Ne 0551018
DPI‘AH IO CEPTHSPHKALINH i
per, NnPocc RU:0001:110B14
AR “!’axmecvao 108044, r.Mockea, yn. lunamoscran, 4. 1A, og. 400
1 1'en.:j-+7-‘(495) B676-5417, cpakc: +7 (495) B76-2941, www. lehkachesivo.ru. lehkachestvo@gmail.com

CEPTUOUKAT COOTBETC’I’vBMﬂ"*“‘

" NAYKY KAPTOHKLIE, per. ya, Ne NN-001939 or 18.12.2012 (nata anvensl PY 03.04.2019), sbigaHo
| ‘Bpak«a Caunce CA, Weeiiyapwn, cepun MPO704E, rogen ao: 30.04.2024, naptva: G986 ynakonox.
- [IMcTpuBETOpCKoe cornaluerne 6/ ot 01.12.2018, wHsoitc Ne 1904300300 cr 22.08.2019

{ Kop OK.

21,20,23:112

- COOTBETCTBYET TPEBOBAHMAM HOPMATUDHEBIX AOXYMEHTOB

. Dri00193-181212 uam. Ne1.2 - koaTHB3A

3006300000
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: ':HHQEWRIMAJPalhmn ltalia 8.p.A.,2 Trav. S Via Morolunse, § 00013 Ferentino (FR). Raly, cTpasaz I{!f;_i_rmﬁ;

'CEKJE‘&:W mpMmcmmun DegepansHoi Hanoroso’ cnywGel Ne 46 no r. Mockae OFPH: 1027739700020 OT‘

17.08; 2001 anpac! 123154, Pocewn, r. Mockea, yn Gepsapena, a 19, k 1, Ten: +7(195) 956-7937 .

| HA OCHOBAHUH
3 :-f}'pnvn'lt}n-'acnurakﬁﬁ Ne 6236 TN o1 06.09.2019, 000 “UeHtp KouTpons kavecrsa Buonamg”,
arrecrar akkpaauTayun RA QUL 210UK0 1 or 22.07,2015
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«Tepuo Qumep Caiientngmxr (Thermo Fisher Scientific)

Thmo Fid‘er wllateann {Pathcon) sxoant » cocras «Tepmo Duwep Calienrduns (Thermo Fisher
Scientific)

S C | E N TIF ‘ c 11 Tpan. CHxc Bua Mopanietiae, 5, 03013, Geperrmno (BP), Hranus (I Trav, SX Via
Morolense 5. 03013 Ferentino (FR). Italia)

The world lsader in serving scence Ten.: +39 07753991
«Tepmo Puwep Calienmugpux» (Therma Fisher Scientific) h::“ﬁ’ng;’;f::ﬁ:

Mupoeoli audep 6 caymeHuu Hayke

Pen.: 2
ITareon Hranun C.n.A. (Patheon Italia S.p.A.)

CEPTHO®HMKAT COOTBETCTBHSI AEHCTBYIOUINM TPEFOBAHHAM HAJLTEXKAIIEI
MPOU3BOACTBEHHOM IIPAKTHKH (¢cGMP)

[0 Katanory: 415982

Onucanne: IOMEPO (IOMERON) 400-200MJ POCCHSI
Cepust Ne: MP9704E

Jlata mpon3eoacTsa: 05/2019

Cpox rogHocTH: 04/2024

Konuuectgo: 9986

CTpana nasHaYeHnn: POCCHHUCKA Sl ®EJIEPALIAA

HacTosuim noaTeepsaalo, 4ro Bee sTanbl NPOMIBOACT LA A4HH0 CePHI TOTOROrO NPOAYKTa OBINH BEIIOIHEHE] B
MOHOM COOTBETCTBHM ¢ TpeGoBannamu [Tpasun HaicHKaleH NPOHIBOACTBEHHOM NPAKTHKY H KOHTPOJIS KayecTsa
nexaperseHnbiX cpeacts (GMP) EC u TpeGoBatmaMy, conepkaniimucs o Perucrpaunonnom(bix) yaocTosepeHuu(sx)
JIEKEPCTBEHHBIX CPENCTB CTPAHBI/CTPAH Ha3HAYEHW].

51 3agsasio, uro:

® B npouecce npon3soacTsa / TeCTHPOBAHKA JAHHON [IAPTHH HHKAKHX OTKNOHCHMH He BOSHHKIO,
[0 MNepeunciieHnbie HDKE OTKIOHEHHS GLUTH paccieaoBanhl 1 onodpeHs

HenapramenT no obecnieyeHHIO KayccTBa

Y MONHOMOYEHHOR UL Toanucs Jarta

Credano Iesnaiia (Stefano Pelaia) /noanuce/ 12.07.2019 2.




«Tepmo Ouwmep Cailentaduxe (Thermo laslier Scientific)

Thmﬁd‘er ullareoun (Pathean) sxomrr s coctan «Tepmo Guuep Cafientidux» (Thermo Fisher
SCIENTIFIC v 5X Vi
I1'Tpas. CHxe Bua Moponeuse, $, 03013, depesrvno (OP), Hramna (11 Trav, SX Via

Morolense 5. 03013 Ferentino (FR), Italia)

Thie world luader in serving sdence Ten: +39 07753991
«Tepmo Quwep Calienmudpur» (Thermo Fisher Scientific) S 43 (T I39ass

thermofisher. theo
Muposoii nudep e caywcenuu Hayke isher.com/patheon

Cepmudruxam ananusa
HAHMEHOBA ]::IOMEPOH (IOMERON) 400-
Cneyudhurxayus SP-Homepon (lomeron)

no kamanozy: 415982
Homep cepuu: MPIT04E

Hata nponasonacrtea: 05/2019Cpok roaHocty: 04/2024

PesynpTarsl
Ouneanne Hennmannm Kpnrepis npiies lc%l'uciu ; Peavanianin Eoamwm,

Buewuuti Bug : Ipo3apaunsiii, Cecuseriini pacteop Coorsercayer
(BU3yanLHas o1lcHKa)

Ilper (OnTHYECKHE EOHEMLB! HA <= 0,060 (Onri4ecKux cHiini Ha 0,008 Onrryeckux.

450 HM, 4-¢M KneTku) 450 Hm - ciekTPOPOTOMETPHYECKHIT eIMHHLL
aHaIM3)

PH 6,5 - 7,2 (noTeHUHOMETPHYECKUM 7.1 pH
METOJ0M)

Hnenrnpuxauus: fomenpon CootrercrByer CooteetcTByeT -

(BOXX)

Homenpon 775,67 - 857,32 mriva (130 1(X) §14,90 /M

CroboaHelii fion Oreytersyct - 00TBETCTBYCT -

Heoprannyeckue Hoanap! <=4,0 Mr/ 100 wn (Twiporiine e | 0.6 mr/100mn
cepeGpom)

TsKensle METAIEE <=20 m.a. (KoauuecToeninji <20 M.I.
aHasNMu3)

Ipumecu: B uesom 1o npoaykty | He Gonee 1 % (B3XX) 0 %

Ipumecu: Heussectheie (kmwxaas) | He 6onee 0,1 %6 (BOHX) 0,0 %

Ipumecn: no nponyxry B18360 | He Gonee 0.7 % (BOXKX) 0.1 %

TIpumecu: no npoaykry B19190 He Gonee 0.2 % (BINHX) LI, %

Hpentudmukauua: Tpomeramon Coorsercreyer CootBeTcTBYCT -

(BIXKX) |

TpoMmeTaMon 0,90 - 1,05 mi/ T(BIKX) | 1.03 mMr/ma

Hnentnduraums: CongHas CootsercrByct | Coorecicrsyer -

KHCI0Ta

Mens (Rame) <= IM.0. (KOJOpHMETPHUSCK i 0 M.
METOX)

ConsAnas Kuciorta <=(.3 mr/mMa (THposaiHe 03 Mr/mn
cepeGpom)

Nareon Hranita C.riA. (Patbeon Ntalia S.p.A.) - lfoumrluce.num:r-gnuus AKUNOHEPUM, YIPANI0 IR XOMITEHI
uexanrindi xoa i womep ina yuera HIIC = Peecvpe Tip Bp 01924610346 - REA: Mh ~ HOMEp 117 p
Kpnawmecxnii anpec: Viale G.B. Stacchi No® 110, 20900+, Mmml(MBi, Hranua - flonomorneanundii ofc: Ibcpcmm 0:1° Tpan CHixe [y K
Morolense n® 5, 03013 Ferentino (FR}, Halia)

Mectaoe noapaneneune. Y. Toppu Branxe N * 9, 20871 r. Bumepsare (MB), Hranan




«Tepmo Dimep Coiicwrngnxe (Thermo Fisher Scientific)
Therl-no F"d]er «Hlareon (Palhicon) sxozr b cocTan uTepo Giep CaRewTiduc (Thermo Fisher

S C l E N T ! F ’ C Il Tpan. CHxe Bua Moponeie, 5, 03013, Depentano (PP), Hranus (11 Tm?;;‘i\r;?:
ik lode WS NGRS Morolense 5, 03013 Fngans LF%)} ;:;;;al)
. i~ Baxc: +39 0775399259
;::5:;?? :ﬁuw:; Ceag::xr?ei%:ﬁ:a(;‘ f:armo Fisher Scientific) thermofisher.com/patheon
415982
MP9704E

Cepmuduxam ananza

N e pi upiiess, iestoc i j Ve Faanm,

Quueanne Hennranns

BICKaeMbli 06beM 100 - 110 % o6ncMa, ykasantoro Ha %

9THKeTKe

Hesnaumeie yactuus >= 10 Mmkm |He Gonee 25 KOE/mur 2 Kon-Bo/mn
(boTomerpuueckuii metos no Ed)

HeBuaumsie yactiup >= 25pm He Gonee 3 KOE/mn l Kon-so/mn
(oromerpuyeckuii Merox o Ed)

Crepuneocts Crepunbubiii (MeTon meMGpaHHoii CTEPHJILHBIH -

HMITBTPALMM) _

BakTepuansHeie 3HA0TOKCHHBI <= 0,7 E3/mMn (omicthvcexiii <0,2 E3/mn

Typboanmet putcciHi meror) B

* YKa3aHo TEOPeTHYeCKOE colepkanHe HoMmenposiy

Craryc (Status)

Ykazanublii Beite Matepuan Gsun MPOAHATHIHPOBAH 1 I'PH3HAN COOTRETCTBYIOLLHM TPeGOBaHHAM Tekyleit epeun
CIEUHPUKALIHH.

YToepanpaer*: Oraen/nosknocts: ATA H BpeMA:

PoGepra MAPKOHE (Roberta EHEJUKEP OTIEITA - {12 mroam 2019 ropa 13:54.46
MARCONE) OHTPOJISI 1" "IECTB 7 )

* Hannbiii ceprudukar Gsi1 nommican n CrEHEPHPORAT! B MICKTPOLLIOM BHAE, IEKTPOIII 47 TIOANINCH ABTACTCR

IKBHBAICHTOM COOCTBEHHOPYUYHOI noanuey.
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Crpanvua 2 us 2

Hareow Hnwwa C.iA. (Patheon ltalia S.p.A)-K € EAHHCT POM, Hareos BB, tl‘lll;ennn\'.].«uumnqmuu sanirtan 13.300.000,00 Espo

fickanbinadl xon u nomep ane yabra HIC » Peccrpe lNpeanprariit Monusa-Bpranus: 01924610317 - REA: MH- 1566 638 - nomep nagventuniea HIC 1T 12584850155

I0puansscxudt anpec: Visle G.B. Stucchi No® 110, 20900 r. Monus (MB), Hranie — lononiisens il ofmc. Depormno: 2° Tpas. CHie Bua Muposeirse, §, 03013 deperminio (PP), Hramn (2° Tray, $X, Via
Mourolense u* 5, 03013 Ferenting (FR}, atin)

MecToe ponpximenenue: ¥a. Toppu Bnarike Mo © 9, 20871 r- Buscprare (MB), Haannn




Fisher Thermo Fisher Scientifis
SCIENTIFIC Pathecn, part of Tharmo Fishar Sclentiic
The world leader in serving scence i Tray. 5X Via Morolense §, 03013 Ferenting (FR). Htalla

Phane +35 07753861
Fax +30 D775388250
thermofisher. com/patheon
Ed:02
Patheon Italia Spa
CERTIFICATE OF cGMP COMPLIANCE
Code: 415982
Description: IOMERON 400-200ML RUSSIA
Batch No: MP9704E
Manufacturing date: 05/2019
Expiry date: 04/2024
Quantity: 9986
Destination Country: RUSSIA

I 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.

I deciare that:

B No deviation occurred during the manufacturing and/or testing of this lot

O The deviation listed below has been investigated and approved by the
Quality Assurance Department

Qualified Person

Stefano Pelaia

Signature

Date

%\,u\lw Vs

A L-G:}'—Mj
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ThermoFisher
SCIENTIFIC
The world leader in sarving science

Therma Fisher Sclentilio

Pathaon, part of Thera Fisher Sclentlic

2 Tiav SX Via Muolense 5, 03013 Ferentine (FR), hala
Phone + 39 Q7763001

Fax +38 0775389269

tharmofisher.comipathaon

Name: IOMERON 400-200m|-Russia
Spacification: SP-lomeron Fill

Code: 416082

Lot #: MPB704E

Manufacturing date: 05/2019
Expiry date: 04/2024

Results

Test Description

Acceptance €

Appeararice Clear colouriess sulun via[}
Colour (AU at 450nm, 4 - cm cell) [<= 0,080 (AU 450nm - 0.008 AU
spectrophotometric)

pH 6.5 - 7.2 (potentiometric) 7.1 pH
Identification: lomeprol (HPLC)  [Comesponding Corresponding -
lomeprol 775.87 - 857.32 mg/mi (HPLC) 814.90 mg/mi
Free lodine Absent Conform -
Inorganic indides <=4.0mg/1C0ml (Ag titalion) | U8 mg/100ml
Heavy metals <= 20ppm (quantitative test)y | <20 | ppm
impurities: by products total Not more than 17 ‘(HPLC.} ] 0 %
Impurities: Unknow (each) Not more than 0.1 % (HPLC) 0.0 %
Impurities: by-products B18360  |[Not more than 0.7 % (HPLC) 0.1 %
Impurities: by-products B19180  |Not more than 0.2 % (HPLC) N.D. %
[dentification: Trometamol (HPLC) |Comesponding Corre ponding -
Trometamol 0.80 - 1.05 mo/m! (1{PL €] mg/ml

N N |
Identification: Hydrochloric acid Corresponding " Core snding -
Rame <= 1ppm (colorimtric) 0 ppm
Hydrochioric Acid <= 0,3 mg/ml (Ag titration) i *mml 0.3 mg/ml
P * Vg J:\
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ThermoFisher B g T e

SCIENTIFIC & Trav. S Yia Morosense 5, 03013 Foreniina (FR), ltala
Phone + 39 07753691

The world leader in serving scicace Fax «38 0778380250
themofisher.com/pethean

Test Descrintion sceptance | [ Rosults

Extraciable volume

Sub-visible particles >= 10um Not more than 25/ml (EP phometric 2 num/ml
method)

Sub-visible particlas >= 25um Not more than 3/ml (EP phometric 1 num/mi
mathod)

Sterility Sterile (membrane filter method) STERILE -

Baclerial endotoxins <= 0.7 EU/mI (kinetic tuibidimeic <0.2 EU/mi
method)

* referred to theoretical lomeprol content

Status

The material /dentified above has been analyzed and found to be COMPLIANT with cumrent rejsase specification.

415982
MPOTO4E

Approver*: DebﬂPosltion: Data o ora:
Roberta MARCONE QC MANAGER 12 JUL 2019 13:54.48

"This certificate has been signad and generatsd electronically and the elecironic signo e is equivei=nt 1o a handwritian signature.

Polheon kalfa S.p.A. - Socletd con Unico szionista, %ﬁ direzions & coordinamento dl Palbeon
] 2l Raglstro defie o © Brianza n. 01924610348 - REA: MB-1 6

Sade Lagale: Viale G.B. Stuceh! n* 110, 2 Monza (MB), lalls - Sede Secondana: Farentino: 2°

mwmwrmmwumnm B), Italia
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