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TASIBISIET, HTO

qerapenisennoe cpeoemeo; Takcarkad Kowenmpam QA RPUSOMOGACHI PACINGOPT O witghy3uie 6 M2t
41,7, ghaakonst (1), nasku kapmonivie, pee.yo. Ne JICP-001949/09 om 16.03.2009 (0amu
nepeoghopavienus PY 21.10.2014), cepun 06070319, napnud 7967 ynaxoGcox, 2oocn 0o 01.09.2021,
npouzsedemea 340 "EHOKAL", HHH 5024048000, 143422, Mockogexas ofiracms, Kpacuoeopesuti
pation, ¢. Hempoeso-Lawwnee, Poccus, kod OKILI2 21.20.10.211
COOTBETCTBYET TPEBOBAHUSIM

JCP-00194909-141113 uzm. Ne [-3

JIEKJIAPAILISE THPHHSITA HA OCHOBAIHH

Cepmudhurant coomeememaus CHCMeMbl MEHCONCMENNA Katecnsd No [8.0780.0
19.06.2018 2. 0o 19.06.2021 2., Opeai no cepmudpuranuu cucmem MEHEOACMENNIA KAYeCINGa accolfuaruu
no cepmugpuratpu « PV "CKHH PEFHCTP», 190121, Poccus, 2. Cankm-lemepaype, np
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3A0 "BUOKAL" / JSC "BIOCAD" ©opma Npunoxerve N:l k CON

OKK-28-007 / Form Appendix #1 to SOP OKK-28-007

BIOCAD

Biotechneology Company

Poccus, 198515, r.CaukT-Nerepbypr, NeTpoaBOPLOBLIA
paion, n.CTpensHa, yn, CsAsm, A, 34, NuT. A, / Russian
Federation, 198515, Saint Petersburg, Petrodvorsoviy district,
Strelna, Svyazi st.,bld. 34, Liter A Ten./tel.: +7 495 992-66-28;
daxc/fax: +7 495 992-82-98

MacnopT kavecTsa / Certificate of analysis Ne7652/19

Takcakan®, KOHUEHTPAT ANA NPUrOTOBNEHWA PacTBOpPa ANA WHGpY3uR, 6 Mr/MAa no 41,7 mn |/

Taxacad®, concentrate for solution for infusion, 6 mg/ml, 41.7 ml

Homep cepuu (naptuu) / Batch No: 06070319

accordance with:

Konu4ecrso NpoAyKuuu B cCepul, ea. u3m. / Batch

size, units: 7967 yn. Ne1 / packs Nel

DaTa u3rotoBnexnus / Manufacture date: 04.03.2019
Cpok rogHocTK [ Expiry date: 01.09.2021
U3rotosutens / Manufacturer: 3A0 EVOKA]J / JSC "BIOCAD"

PerucTpauuoHHbiit Homep [ Registration number: NCP-001949/09

. Onwcanme / Description

MoANVMHHOCTL,
Naknurakcen /
Identification. Paclitaxel

NoAANHHOCTL.
Naknutakcen /
Identification. Paclitaxel

NoanMHHoOCTs.
Maxkporon
ravuepunpuunHonearT /
identification. Macrogol
glyceryiricynoleate

NoanNMKHOCTb.
Maxporaon
ravuepunpuunHonear /
. ldentification. Macrogol
. glycerylricynoleate

MoanuHHOCTL. CNnpT

© 3TWNOBEIA [

Identification. Ethyl
alcohol

NacnopT kavecTsa / Certificate of analysis Ne 7652/19

. Mpo3payHan HecuseTHan WNW CBETNO-XENTOro useTa BA3KAR

i liquid

wunkocTs / Clear colouriess or pale-yellow colour viscous

BIXKX: BpeMs yAep>XUBaHWa OCHOBHOTO NUKa Ha
XpOMATOrpaMMe UCNbITYEMOro PacTeopa AOMXKHO

| COOTBETCTBOBATbL BPEMEHW YAEPKWUBAHWUA OCHOBHOIO NWUKa

Ha XpOMaTOrpaMMe CTaHAApTHOro pacTeapa nNakauTakcena /
HPLC: The retention time of the major peak on the
chromatogram obtained with the test solution corresponds to

{ that on the chromatogram obtained with the standard

solution of paclitaxel

. TCX: OQHO U3 NATEH Ha XPOMaTOrpamMme NCNuiTyemara

pacTBopa No 3xaverunio Rf, BenutuHE M UHTEHCUBHOCTY
OKPACKW A0NKHO COOTBETCTBOBATH OCHOBHOMY NATHY Ha
XpOMaTOrpaMMe CTaHAaPTHOro pacTBopa NaknuTakcena /
TLC: Rf value, size and degree of coloration of one of the
sports on the chromatogram obtained with the test solution

. corresponds to the major sport on the chromatogram

obtained with the Reference Standard of paclitaxel

OAHO U3 NATEH Ha XPOMaTorpaMMe UCNbITYemMoro pacTaopa
o BenvynHe 1 3Havennio Rf, JoNXKHO COOTBETLTBOBATL
OCHOBHOMY NATHY Ha Xpomartorpamme CTAaHAAPTHOTr o
pacTsopa Makporona ramuepuapyuunHoneara / TLC: Size and
Rf value of one of the spots in the chromatogram obtained

. with test solution corresponds to the major sport on the

chromatogram obtained with the Reference Standard of

- macrogol glycerylricynoleate solution

KavecTBeHHan peakuns ¢ aMMOHUA TUOUMAHATCM W
koBanbTa HUTpaToM: OKpalBaHUe pacTBOPa B CUHWI

. useT / Qualitative reaction with ammonium thiocyanate and
: cobalt nitrate: Solution becomes biue

MKX: Bpems yaepKnBanna OCHOBHOMO NWKa Ha

XpOMaTOrpaMMe CNeITYEMOro pacTeopa A0AMHO
COOTEETCTBOBATL BPEMEHU YACDKMBAHUR MNUKA 3TaHONA Ha
XpOMaTorpamme CTaHAapTHOro pacTaopa / GLC: The
retention time of the major peak in the chromatogram

. obtained with the test solution corresponds to that in the
chromatogram of ethanol Reference Standard

CTpaHuua

UcnbiTanua nposegensl no / The tests performed in ?%I"I / ES /ICP-001949/09-141113, u3mM. / amend. Ne

CoorseTcrayer / Conform

CooreeTtcreyer / Conform

Cooteevcreyet / Conform

CooteetcrayeT / Conform

CooteercreyeT / Conform
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Npo3spaunocTs / Clarity

UseTHOCTL pacTaopa /

Degree of coloration of
solution

~ pH/pH

Mexauudyeckue
BKNioYeHua. Bugumsble
vacTuubt / Particulate

matter. Visible particles -

HacTuusl pasMepoM
>=5 MKM / Particles

with diameter >=5 um

YacTuubl pazmepoM
>=25 MKM / Particles
with diameter >=25 pm

MnoTHocTs / Density

MNocTopoHHue
npumecw / Related
substances

NMocTopoHHne
npumecw / Related

. substances

: Bopaa / Water
HomMuHanbHbi 06bemM /
Nominal volume
bakrepuanurbie

3HAOTOKCKUHLI / Bacterial
endotoxines

CrepunbHOCTL / Sterility

KonuyecrsexsHoe
onpepenexne,
Naknurakcen / Assay.
Paclitaxel

KonudecreeHHoe
. onpepenexHue, 3tanon /
Assay. Ethanol

Ynaxoska / Package

Mapkuposka / Labeling

XpaHeHue / Storage

He Gonee 500 4/din. / Not more than 500 pyvial.

: o1 0.925 no 0,950 r/mn. / from 0.925 to 0,950 g/ml.

Npenapat nonxen Buits npospayHbiM / Drug product is
required to be clear

OnTuyeckan NNOTHOCTL WCNLITYEMOro pacTeopa,
M3MEPEHHARA B KIOBETE C TOALIMHKON CNOA 10 MM NPy AnuHe
BOJIHbI (425+2) HM, RomkHa BuiTh He Gonee 0,08 / Optical
density of the test solution measured in cell with layer

thickness 10 cm at wave length (425%2) nm should be not
more than 0,08

: o1 4,0 oo 7,0. / from 4.0 to 7.0.

B cooTsetcTeuu ¢ Tpebosanuamu P 42-501-98 / In
accordance with P[] 42-501-98 requirements

He Gonee 5000 Ha dnakoH / Not more than 5000 in one vial

Niobon eanHUuHoR HEWABHTUDULUPYEMON NPUMECH - He
Gonee 0,8 % / any individual unidentified impurity - not mare
than 0.8 %

Cymma npumeces - He Gonee 3,0 % / total impurities - not
more than 3.0 %

. He Gonee 2,0 % / NMT 2.0 %

W3enekaeMblit 06LEM AonxeH BbiTh HE MEHEe YKa3aHHOro Ha
aTukeTke (41,7 mn) / extractable volume should be not less

EU/mg of paclitaxel

¢ Ronxex Beite crepunsHuiM / Should be sterile

Ot 95,0 o 105,0 % oT 3ansBneHHoro KoauyecTsa / Fram 95.0
to 105.0 % from declared amount

O1 44,5 po 55,5 % (06/06) B nepecyeTe Ha be3BoaHbIN
aTaHon / From 44.5 to 55.5 % (vol/vol) calculated on

! anhydrous ethanol

Mo 41,7 Mn BO (hNaKOHbLI HEMTPANLHOIO CTEKNa |
TUOPONINTUHECKOrO KNAcca, yKYNOpeHHbie npobkamu ¢
Te)NOHOBLIM NOKPLITUEM, C OBKATKON aNIOMUHNEBLIMK
Konnavkamu ¢ NNacTMKoBOW Kpbiwkon Tuna “flip-off’, Ha
Ka) Abit PNaKOH HAKNEUBAKT ITUKETKY CaMoknesuyiocs. Mo
1 hnakoHy BMECTe C MHCTPYKUMER MO MPpUMEHeHuIo
NoMeWaloT B navky u3 kaptoxa. / 41.7 ml in neutral glass
type | vials, corked with stoppers with teflon coating and
sealed with aluminum caps with plastic cover "flip-of” type.
Each vial is labeled. Each vial is placed into carton box with
prescribing information.

. B cooTeeTcTBUM ¢ OCN / According to the ES

B 3aWnueHHoM 0T cBeTa MecTe, Npu TEMMepaType He Bbile
25 °C/ At temperature not more than 25 °C, protected from
light

CoorseTctayer / Conform

5.67

Cootsercrayer / Conform
12 wewibn. / partvial

5 '-e;u/tp;m !;Ja-ll'.t.ivli;f

0.9270 rmn / giml

000%

0.00%

022%

42.2 mn/ mi

Meree 0,67 / Less than
0.67, E9/mr [ EU/mg

CrepunsHo / Sterile

101.85%

51.90 %

CooTtsercrayer / Conform

BbileyKasaHHbIi NPOAYKT COOTEETCTBYET TpeboBaHuAM HOpMaTHBHbIX A0KyMeHTOB / This batch of

product meet the requirements of regulatory documentation

MacnopT kavecTea / Certificate of analysis Ne 7652/19
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MacnopT ka4vecTsa / Certificate of analysis Ne 7652/19

Pykosoaurtens OKK / Head of QC

vy ¥ OBOARTERD
T RE A KURS

TPRMAREHA EA.
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