B NEKTAPALMSI O COOTBETCTRIT

AEKJIAPAHT, [IPHHUMAIOUIHIT AEKJIAPALIMIO O COOT BETCTBHH:
3AO "EHOKAT"

Ceeoenun o pecucmpayuu opzanuszayuy; Mexcpaiionnas uncnexyus Qedepaivnoi naioz06oi CVoiclbr
Nel3 no Cfaimm-!lemepf?)y)ey 03.03.2016, OIPH 102500286 7196, oama npuceoenus OrpH- 24.09.2002
Adpec: 198513, ., Canrxm-Ilemepaype, Hempoosopyoseu p-i, n. Cmpeaona, yu, Cousy, o, 34, fum. A,
Teaepon: 8(812)380-49-33

B auye: enepanvuori oupexmop Moposos I B.

Hosepennoe auyo. Uymaroe A. A, Hosepennocms: No 1749 om 05 12,2018 ..

3ASBJBIET, YTO

Aerapemaennoe cpedcmeo: Mramuxad ® avodunuzam ons npusomosnenus pacmeopa oas wghyauii 100
M, ghaaxonvt (1), navry Kapmonneie, pee.yo. Ne JICP-005607/09 om 13.07 2009 (oama nepeaphopyien s
PY 11.09.2018), cepus 050805 9, napmus 5804 ynaxosox. 200ex 00 01.05.2022, npoussodemea 340
"BHOKAJ" HHH 3024048000, 143422, Mocwosckas obnacme, Kpacnozopexui pation, ¢,
Hemposo-ilarsnee. Poccun, koo OKII[2 21.20.10.211

COOTBETCTBYET TPEBOBAHHMSIM

JACP-005607/09-110918 uzm. Ne / 5

JAEKJIAPALIMSA IPHHSITA HA OCHOBAHHUH i
Cepmugpuxam coomeememeusn Cucmemol Meneoxcmenma kavecmea Ne 18.0780. 026, cpox deticmeusn ¢

19.06.2018 2. 00 19.06.2021 -., Opzan no cepmugpuxayuu cucmen MEHEOACMENMA Kanecmea accoyuayu
no cepmupuxayuu « PYCCKHE PEI HCTP», 19012], Poccun, 2. C anxm-Iemeptype, np.
Puvcroeo-Kopearosa, 6.101, othuc 1

JATA HPHHHTHK REKJIAPALIMH: /9.06.2019 -
JIFKJIAPAHHH AEHCTBUTEJILHA HO: 01.05.2022 2,
| M
3 AeRTgparnm. ‘ .~ TOAIHCE DO

Yymakos A. A.

CBEJIEHMUSI O PEI UCTPAIUN

OPI'AH 10 CEPTHOUKALH, 3APEL HCTPUPOBABHINIT AEKJIAPALIHIO
Opean no cepmugpurayuu npodyrkyu

Obwecmea ¢ oepanuvennor omeememeennocmoio « Oxkpyarcuoii yenmp cepmudburaijuy,
aopec: 620014, POCCHA, Ceeponoseran o6aacn, Examepuntype, Xoxpsxoea, 74, 1706,
meA343) 380-27-35 ywwnw. ekbocs.ru, ammecemam axxkpedumanuu Ne RA.RU. | ] MO5
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3A0 "BUOKAL" /]SC "BIOCAD"

Poccua, 198515, r.CankT-NeTepbypr, NeTpoasopuossli
pawnoH, n.Crpensha, yn. Ceasn, a. 34, Nut, A, / Russian
Federation, 198515, Saint Petersburg, Petrodvorsoviy district,
Strelna, Svyaci st.,bld. 34, Liter A Ten./tel.: +7 495 992-66-28;
Dakc/fax: +7 495 992-82-98

@opma MNpunoxeHne No2 K
OKK-28-006-10 / Annex Form 2 to OKK-28-006-10

BICCAD

Biotechnology Company

IR VR R

MacnopT Kavecrsa / Certificate of analysis Ne24773/19

MnaTukan®, nuodunusar N8 NPUroTOBNEHNA pacTBopa AnAa wHdgysun, 100 Mr / Platicad®,
lyophilisate for solution for infusion, 100 mg

Homep cepuu (naptuun) / Batch No:

WcneiTanua nposeaedsbl no / The tests performed in
accordance with:

Konuuecrso npoaykuuu B cepuu, en, uim, [ Batch
size, units:

BDara usrotosnenuna / Manufacture date:
Cpok rogHocTu / Expiry date:
WaroTosutens /[ Manufacturer:

050805189
@®CN/ES NCP-005607/09-110918 w3m.Jamend. Ne 1

5804 yn. Nel / packs Ne1
22.05.2019
01.05.2022

3A0 «BUOKAL», Poccua, Mockoeckasn obn.,
Kénacmoropcwm p-H, ¢, MNeTposo-fansHee / |SC
“BIOCAD", Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

PeructpauuoHHLIk HoMep / Registration number: JICP-005607/09

‘TMokazatens / Assa

PesynbraTt / Result

XpaHeHwe / Storage B 3awiMuleHHoM OT CBETA MecTe, Npu TeMrepaType He Bbille CoorseTtcrayeT / Conform
25 °C / Protect from light and moisture. At the temperature

not more than 25 °C

Cpok rogHocTu / Shelf 3roaa/ 3 years CooTeercreyeT / Conform

life

Onucanue [ Description NopucTtan macca Benoro naw noyTi 6enoro ysera / Porous CootseTcrayeT / Conform
white or almost white mass

MoANUHHOCTE. YD- Y®-cnekTp cnuiTyeMoro pacteopa B o6nactu o1 200 Ao 360 CooTeeTcreyer / Conform

CrieKTpoOCKONusM / HM O0/KeH cooTBeTcTeoBaTh YO-CnekTpy CTaHAapTHOrO

Identification. UV- pacTeapa / UV -spectrum of the test solution at 200 to 360

spectroscopy nm corresponds to that obtained with the standard solution

MoANMHHOCT L. BIHX / Bpems yOEPXWBAHWA CCHOBHOIO NWKa Ha XpOMaTorpamMme CooTsertcrayeT / Conform

Identification. HPLC WUCMBbITYEMOr0 PACTBOPA A0JIXHO COOTBETCTBOBATL BPEMEHU

yAEPKMUBAHWMA OCHOBHOTO NMKE Ha XpoMaTorpamme
cTaHaapTHOro pacTeopa / Retention time of the main peak on
the chromatogram obtained with the test solution
corresponds to that obtained with the standard solution

Bpema pacTBOPEHUR/ He 6onee 30 ¢ / NMT 30 sec

25.¢15

Dissclution time
Npo3payHOCcTE WcrbiTyeMuid paCTBOP A0NxeH 6biTh Npo3paqHLIM NO CooTteeTcrayeT / Conform
pacTeopa [ Clarity of CPpaBHeHnio C BOOOW WK BLIIEPKMBATL CPAaBHEHNE C
solution 3TanoHom | / The test solution should be clear or its

opalescence should be not mare turbid than that of Reference

Solution |
LipeTHOCTE pacTeopa / MCNbITyeMbIf PacTBOP AC/DKEH BbIAEPXKNBaTh CpaBHeHWe C CootgetcTeyeT / Conform
Degree of coloration of sTanoHom ugeTHocTy BI / The test solution is not more
solution intensely colored than Reference Solution B9
pH/ pH 0T 4,0 po 7,0/ From 4,0 to 7.0 4.48
MexaHunyeckune BUANMBIX HaCTUL - B COOTBETCTBUM € TpebosaHuamu / Visiole - CooTseTcrayeT / Conform
BKAOYEHWA. Buaumele particles - in accordance with requirements

MacnopT kavecTsa / Certificate of analysis Ne 24773/19 Ctpannua 1 13 3 /Page 1 of 3




HacTuuel / Particulate
matter. Visible particles

Mexannyeckmne
BRITOYEHNA,
HeBuOnMbIe YacTuus! /
Particulate matter.
Subvisible particles

MexaHuueckue
BKNOMEHNA,
HesuaumMeie 4acTuubl /
Particulate matter.
Subvisible particles

Bona / Water

PoacTaeHHbie
npumeck / Related
impurities

PoacreerHblie
npumecy / Related
impurities

PoncrBerHbie
npumecu / Related
impurities

PoacTeeHHbie
npumecwn / Related
impurities

PoacTBEHHbIE
npumMecwn / Related
impurities

PogcreerHbie

npumecy / Related
impurities

BakrepuanbHble
InAOTOKCHHBI / Bacterial
endotoxines
CTepuneHocTs / Sterility
O4HOPOAHOCTL
Ao3npaBakng /
Uniformity of dosage
KonuyecrsenHoe

onpegenexdue [ Assay

Ynakoeka / Package

MapkvpoBka / Labeling

YacTuubl pasmepom 10 mkm 1 Bonee - He Gonee 3000
wacTuu/cdnakoH / Particles with diameter more than 10 mkm -
not more than 3000 particles/vial

YacTuubl pasmepom Gonee 25 MM 1 Bonee - He bonee 300
sacTuuy/dnaxon / Particles with diameter more than 25 mkm -
not more than 300 particles/vial

He bonee 3,0 % /NMT 3.0 %

Ulasenesan kucnota - He 6onee 0,30 % / Oxalic acid - NMT
0.30 %

Mpumecs C - He Bonee 0,10 % / Impurity C - NMT 0.10 %

Nwoboi e AMHUYHOW HENABHTUEULUMPOBAKHON NPUMECH - He

6onee 0,20 % / Any individual unidentified impurity - NMT
0.20 %

CyMMa HeUAeHTUDULIMDOBaHHbIX NpUMecen - He Bonee 0,20
% [ All unidentified impurities - NMT 0.20 %

Cymma Bcex npumecedn - He 6onee 1,0 % / Total impurities -
NMT 1.0 %

(SP-4-2) awakea [(1R, 2R)-umknorekcan 1,2-anamun-N,N"™ ]
nnaTuHa-He 6onee 0,40 % / (SP-4-2) diaqua [(1R, 2R)
-cyclohexane 1,2-diamine-N, N ~,] platinum - not more than
0.40 %

He 6anee 1,0 E3/Mr okcanunnaTtuHa / NMT 1.0 EU/mg of
oxaliplatin

Mpenapat gonxeH BeiTe CTEPUALHLIM / The drug product is
required to be sterile

B cooreeTcTsuu ¢ Tpebosaruamu / In accardance with
requirements

OT 95,0 ao 105.0 % oT OT 3afABNEHHOr0 KoNu4ecTsa Bo
tnakone / From 95.0 to 105.0 % of the stated amount in the
vial

Mo 100 Mr geacTeyioLIero BeUecTea 80 PIakoHb!
6ECUBETHOrO HENTRANLHOMC CTEKNA | FTMAPONNTUYECKOTO

KAACCa, FEPMETUYHO YKYNOPEHHBIE PE3UHOBLIMU NPOBKaMu, €

OBKAaTKGN afloMUHNEBLIMI KONMNAaYKamMy C NAaTUKoson
kpbiwkon Tuna "flip-off’. Ha kaxabin dhnakoH HakneusawT
3TUKETKY camokneswyiocs. Mo 1 dinakoHy BmecTe €
HHCprKuMeﬁ no NpUMEHeHWIo NOMELWaNT B NaYKy n3
kapToxa / 100 mg of active substance in neutral glass vials
type |, corked with rubber stoppers and capped with
aluminum flip-of caps. Each vial is labeled. Each vial is placed
into carton box with prescribing information

B cooTBeTCTBMM € HI ¥ YTBEPMOEHHBIM MAaKETOM. / In
accordance with RD and approved design.

12 v-wapn. / part./vial 4-
wicpn, / part./vial

4 y-u/n. / part./vial 4«
u/cpn. / part.fvial

1.33%

0.084 %
0.018 %

merHee MKO/less then LOQ

menee MKO/less then
LOQ

033 %

0.231%

Menee 1,0 / Less than 1.0,
E3/mr / EU/mg

CrepunbHo / Sterile

CooTtsercrayeT / Conform
101.03 %

CooTteercrayeT / Conform

CooveeTcrayeT / Conform

BhileyKa3aHHbIA NPOAYKT COOTBETCTBYET TpeboBaHWAM HOPMaTHBHLIX LOKYMEHTOB / This batch of

product meet the requirements of regulatory documentation
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PykosoauTenb OKK / Head of QC

MacnopT kadecTsa / Certificate of analysis Ne

24773/19
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