JNEKJIAPALUA O COOTBETCTBHU

JERJIAPANT, LHPHITIMAIONINIA JEKJIAPALIHIO O COOTBETCTBHIH:
340 "EHOKANL"
Caedenus 0 pecucmpayill Opean3ayiiu. Mexepationnas URCHERyUur (DedepatoHOll KaN02060H CRYIHCTb!
Ael5 no Canxm-Ilemepdypey 03.03.2016, OI'PH 1025002867196, dama npuceoenus OFPH: 24.09.2002
Aopec: 198315, 2. Cankm-Tlemepéype, Hempoosopyosoii p-n, n. Cmpenbid, yi. Cesizu, 0. 34, JTum_A.
Teaeqpon: 8(812)380-49-33
B nuye: I'enepavuotic Supexmop Mopaios AB.
Jlosepennoe auyo; Hymanos . A. Josepennocmy: Ne 1749 om 05.12.2018 2.

JASIBJSIET, UTO

texapemaennoe cpeocmeo; Hamukad & AuOGuANIaN 028 RPUSOMOEILHUS pUCmEopd 015 unghyanp 30 me,
haaxannt (1), nauKu kapmoiiioie, pee.yo. Ne JICP-005607/09 om 13.07.2009 (oama nepeogpoprenis PV
11.09.2018), cepus 05100619, napmus 3637 ynarosox, 200¢H oo 01.06.2022. npoussodcmea 340
"EHOKAM" HHH 3024048000, 143422, Mockoserai obadcmy, Kpacho2opcruli paton, .
Iempoeo-Haronee, Poccud, koo OKIi12 21.20.10.211

COOTBETCTBYET TPELOBAIIAM
JCP-005607/09-110918 usm. Ne !

JEKJIAPATUSI TIPHISITA HA OCHOBAIHH

Cepmudpuram coomeenicmeus Cucmesl wveneonevenma kavecmea Ne 18.0780.026, cpox deucmeua ¢
19.06.2018 2 00 19.06.2021 ., Opean no cepmudhuranut CUCMEM MEHEONCMERMA KANECBa aCCOlHayul
no cepmudgurayun «1 WOCCKHIT PELHCTPy, 190121, Poceus, 2. Cankm-TTemepOype, np.
Puncrozo-Kopearoea, 0.101, oguic |

JATA TIPHHATHA AEKJIAPALMH: [1.07.2019 2
JNERAAPAIISEICTBHTEABHA 10; 07.06.2022 2
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CBEJLEHHS O PETUCTPALIU

OPFAH 110 CEPTH®OHKATUIL, JAPEIHCTPHPOBABILHI JIEKTAPALIIO
Opean no cepmuguraiiui npedyriiu

OGecnsd ¢ 02panienoll ONeemeMEERHOCINGIO «ORPYHCHOT Yeump cepmuGurayuiiy,
adpec: 620014, POCCHA. Coepoaveckan obaacie, Examepuntype, Xoxpaxoea, 74, 1706,
mea: (343) 380-27-55, www.ckbocs.ru, ammecman akkpeoumatuu Ne RA.RU. 1 1DMO5
JIEKJIAPALLISI O COOTBETCTBHH A2 POCC RUJ-R U.@M05.B.33156/19
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Daopma flpunoxerie Nel k
OKK-28-007-9 / Annex Form 1 to OKK-28-007-9
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Biotechnology Company

LR T RN

3A0 "BMOKAL" / JSC "BIOCAD"

Poccus, 198515, r.CauxT-NeTepbypr, MNeTpoasopuoB.Ii
paitod, n.CTpensya, yn, Censu, 4. 34, Nur, A,/ Russian
Federation, 198515, Saint Petersburg, Petrodvorsoviy district,
Strelna, Svyazi st.,bid. 34, Liter A Ten.ftel.: +7 495 992-66-28;
Dakc/fax: +7 495 992-82.98

Macnopr kavecrsa / Certificate of analysis Ne27840/19

Mnatukap®, nuwodunuzaT ans NPUrOTOBJIEHUA pacTBopa anAa UHdy3nl, 50 mMr/ Platicad®,

lyophilisate for solution for infusion, 50 mg

Homep cepuu (naptum) / Batch No: 05100619

WcnbiTanua nposegensl no / The tests performed in
accordance with: ®CM/ES NCP-005607/09-110918 wIm/amend. Ne ]

Konuuyecrso npoaykuuu s cepuw, en, namM. / Batch
size, units: 5637 yn. Nel / packs Nel

Aarta usrotosneHnus / Manufacture date: 07.06.2019

Cpok roanocTu / Expiry date: 01.06.2022

UsroToeuTens / Manufacturer: 3A0 «BUOKAL», Poccusn, Mockoackas obn.,

Kgacworopcmm p-H, c. NeTposo-NancHee {[jSC
BIOCAD", Petrovo-Dalneye, Krasnogorskiy
Moscow Region, Russia

PerucrpaunonHoiit Homep / Registration number: NCP-005607/09

Mokazatens / Assay

Xpanenue / Storage

Cpok roaxocTy / Shelf
life

Onwucanne / Description

MoanuuHoCTL. YO-
CNeKTpockonus |
Identification. Uv-
spectroscopy

MoANMHHOCTE, BIXX /
ldentification. HPLC

Bpems pacTeopemuns /
Dissolution time

Mpospasnocre
pacreopa / Clarity of
solution

UBETHOCTE pacTeopa /
Degree of coloration of
solution

pH/ pH

MexaHunueckune
BRJIONEHUA. Bugumere
HacTuukl / Particulate
matter. Visible particles

MNacnopT kavecTea / Certificate of analysis Ne 27840/19

- TpeGobahua HA, / Acceptance Criteria
B 3aunenHom ot ceeta mecre, npu TeMnepaType He Bbile
25 °C / Protect from light and moisture. At the temperature

not more than 25 °C

3rona/ 3 years

Mopucran macca 6enoro wam nostu Genoro useTa / Porous
white or ailmost white mass

Y®-CnekTp ucnuityemoro pacTeopa B obnacTu o1 200 go 360
HM ONMEH COOTRETCTBOBATL Y®-CNEKTPY CTaHaapTHOro
pacTeopa / UV -spectrum of the test solution at 200 to 360
nm corresponds to that obtained with the standard sclution

Bpems yAepKUBaHUA OCHOBHOrO NUAKa Ha XpoOMaTorpamme
MCNBITYEMOr0 pacTBOPa NOJDKHO COOTBETCTEOBATE BPEMEHI
YAEPMUBAHUR OCHOBHOMO NKKa 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

He Gonee 30 ¢ / NMT 30 sec

MIcnsimyemuiih pacTeop Aommen buiTe Npo3pavrbiM No
CPaBHEHMI0 C BOAOW NV BLIAEPNKUBATEL CPABHEHNE C
aTanorom | / The test solution should be clear or its
opalescence should be not more turbid than that of Reference
Solution |

WeneiTyeMuii pacTeop ponken Bbi€PMUBATL CPABHEHWE C
3TanoHoM useTHocTy B9 / The test solution is not more
intensely colored than Reference Solution B9

074,0 4o 7,0/ From 4.0 to 7.0

BuanmMbix yacTuy - 8 COOTBETCTBAM ¢ TpebogaHuamu / Visible
particles - in accordance with requirements

district,

Peaynbrar / Resuit

CooTreTcrayer / Conform
CooTeeTcrayer / Conform
Conform

CooTRETCTRYET

CooTeercreyeT / Conform

Cooteercrasyer / Conform

19, ¢ /s

CoorsertcTayer / Conforn

CooTeeTtcTeyer / Conform

4.63

CooteeTcreyer / Conform

Crpannua 1 w3 2 /Page 1 of ?




Mexamnieckue
BRINOMEHURA,
Hesuaumele HacTuubl /
Farticulate matter.
Subvisible particles

Maxanmieckue
BRTHONEHNA
HEBRIIMBIE HaCTuLLb) !
Farticulate matter,
Subvisible particles

Bona / Water

Poacrsenmne
npumecy / Related
'mpurities

PoncreeHmnie
npumecn / Related
impurities

Poncrsernnie
npumMecy / Related
impurities

POOCTREHHBIC
npumecn / Related
impurities

Poacreennme
npumecny / Related
impurities

PoacreenHbie

npvmech / Related
impurilies
baxTepuansHble
IH[LOTOKCKUHLE { Bacterial
endotoxines
CrepuneHocTs / Sterility
OnkopoyHocTs
L03upoBanHna /
Uniformity of dosage
Konu4ecrseHHoe

onpepenexne / Assay

Ynarosxa / Package

Mapkupenka / Labeling

y ol = N, NS
product meet the requirements of reql.a\'l_'{imry/cifzu:umcenl:§t:o:};‘x_-‘wj \

MacnopT kavecTsa / Certificate of analysis Ne 27840/19

HaCTiubl pazmepom 10 mMum u Bonee - He Bonee 3000
HacTuu/nakon / Particles with diameter mare than 10 mkm -
not more than 3000 particles/vial

HacTuubl pazmepom Bonee 25 mim v Gonee - ke Gonee 300
HacTuu/taakon / Particles with diameter more than 25 mkm -
not more than 300 particles/vial

He 6onee 3,0 % / NMT 3.0 %

(SP-4-2) auaksa [(1R, ZR)-umknorexcan 1.2-guamun-N.N~ ]
NnatuHa-ve Gonee 0,40 % / (SP-4-2) diaqua [(1R, 2R)
-Cyclohexane 1.2-diamine-N, N ~,] platinum - not more than
0.40 %

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

Mobon e fuHuvHOR HENIEHTUPUUMPOBAHHO W npumMecn - He
Gonee 0,20 % / Any individual unidentified impurity - NMT
0.20 %

ll{asenesasn KucnoTa - He Bonee 0,30 % / Oxalic acid - NMT
0.30 %

CymmMa HeuneHTuhUuUMPOBaHHbIX npumecen - we Gonee 0,20
% / All unidentified impurities - NMT 0.20 %

CymMa acex npumeceit - e Bonee 1.0 % / Total impurities -
NMT 1.0 %

He Gonee 1,0 E3/Mr okcanunnaTtuda / NMT 1.0 EU/mg of
oxaliplatin

MpenapaTt nonxew B6bite, crepuneHbiM / The drug product is
required to be sterile

B cooTBercTBUM ¢ Tpefosanuamu / In accordance with
requirements

OT 95,0 no 105.0 % oT oT 3asBneHHoro KOnu4ecTsa 8o
dnaxore / From 95.0 to 105.0 % of the stated amount in the
vial

Mo S0 wmr NEVCTBYIOWEro BELLEC TBA BO DNAKOHD
BecuBeTHOro HeMTpansHoro cTekna | ruaponuTuYecKoro
KNACCa, TEPMETUNHO YKYNOPEHHLIE PE3UHOBLIMI npobramu, ¢
0BKaTKOM anoMUHNERLIMI KONMN3YKaMn € NNaTUKOBOW
Kpbitukon Tuna “flip-off", Ha Kamapin MNAKOH HAKNCUBAKOT
3TAKETKY CaMoKneswyocs. Mo 1 GpnakoHy eMecTe ¢
AHCTRYKUMEN N0 NPUMEHEHUIO NOMELLET B nayxky n3
kapToHa. / 50 mg of active substance in neutral glass vials
type I, corked with rubber stoppers and capped with
aluminum flip-of caps. Each vial is labelad. Each vial is placed
into carton box with prescribing information.

B cootseTcTaMm ¢ ML / In accordance with RD
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10 v-wan. / part. jvial u-
wiebn. / part fvial

S Y-ufepn. / part.fvial y-
wan. / part.jvial

1.66 %

0.167 %

0.032 %

0.048 %

O.DQU Yo

0.093 %

0.38 %

Menee 1,0 / Less than 1.0
E3/mr { EUfmg

Crepunsio / Sterile

Coareercrayer / Conform
99.99 %

CooteercTayer / Conform

CooTeeTcTByeT / Conform

/ Head of QC
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