Poccua, 198515, r. Carkr-Metep6bypr, NeTpoABOPUOBLIN paioH, n. CtpensHa, yn. CeAsu, a. 34,
AWT. A, / Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi
st. bid. 34, liter A Ten./tel.: +7 495 952-66-28; dawc/fax: +7 495 692-82-98

BICCAD

Biotechnology Company

A

Takcakap®, koHueHTpar gns NPHUroTOBAEHWA pacTBOPa ANA UHY3IUIA, 6 mr/ma no 23,3 mn / Taxacad®,
concentrate for solution for infusion, 6 mg/ml, 23.3 m|

®opma ebinycka / Release form: KoHueHTpaT ans npurotosaeHus pacTeopa AnA
NHOY3INA, 6 mr/mn (pnakon) 23,3 max 1 (navka
KapToHHas) / Concentrate for solution for infusion,
6 mg / ml (vial) 23.3 mL x 1 (cardboard package)
06200620
3A0 «BMOKAL», Poccua, Mockosckan 0611,
KpacHoropckui p-H, c. Metposo-fansHee / JSC
“BIOCAD”, Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

-

Nacnopr kauecrsa / Certificate of analysis Ne3

Homep cepuu (naptuu) / Batch No:
Npounssoaurens / Manufacturer:

Ynakoswuk (sTopuunan) ynakoska / Packer
(secondary) package: 3A0 «BMOKAL», Poccua, Mockosckan o6,

KpacHoropckuii p-H, ¢. Netposo-fanbHee /1sC

“BIOCAD", Petrovo-Dalneye, Krasnogorskiy District,

Moscow Region, Russia

7559 yn. Nel / packs Nel

26.06.2020

01.12.2022

O06bem cepuu, eq. mam. / Batch size, units:

Aara npoussogcrea / Manufacture date:

Cpok rogHocti / Expiry date:

Ucnbitanua nposegensi no / The tests performed
in accordance with:

PernctpaumonHbiit Homep / Registration number:

®CN / ES NCP-001949/09-111119

. glycerylricynoleate

NognMHHOCTS.
Maxporon

chromatogram obtained with test solution corresponds to the major
Spot on the chromatogram obtained with the Reference Standard of

macrogol glycerylricynoleate solution

: AonxHo nosisuTeCA cuHee okpalMeanme / Solution becomes blue

Macnopt kavecTsa / Certificate of analysis Ne 34361/20
Dopma MNpunomeHue Ne5 K QC-28-019-12/ Form Appendix Ng5 to QC-28-019-12

l épémerﬁ%ﬁg / Conform \

f‘loxasarefb‘/ Tpebosanua HA / Acceptance Criteria Pesynbrar / Result
Characteristic
OnucaHwe / MNpo3spaynan GecuseTHan unu CBET/I0-XEeNTOro upeta BA3Kan Coorsercreyer / Confarm
. Appearance KNAOKOCTh /
Clear colourless or pale-yellow colour viscous liquid
MoagnuHHOCTL. Bpema ynepxnuBaHua 0CHOBHOIO NWKa Ha Xpomarorpamme CooreercrayeT / Conform
Naknurakcen / MCNbITYeMOro pacTeopa 40/KHO COOTBETCTBOBATL BpeMeHmn
Identification. YACPXKMBAHMA OCHOBHOID NWKA Ha XpOMaTorpaMMe CTaH4apTHOrD
Paclitaxel pacteopa / 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
MognnHHoCTL, OAHO M3 NATEH Ha XpoMaTorpamMme UCNbITYeMoOro pacTeopa no CootsercTeyer / Conform
Naknutakcen / NONOXKEHUIO, PA3MEPY W UHTEHCHBHOCTM OKPACKM AO/IKHO
Identification. COOTBETCTBOBATL DCHOBHOMY NATHY HA XpOMAaTOrpaMme
Paclitaxel CTaHfapTHOro pacteopa naknurakcena / Position, 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 ohtained with the Reference Standard of paclitaxel
MoannHHoCTL. OAHO U3 NATEH Ha XpoMaTorpamme UCNLITYEMOro pacTsopa no Cooteetcisyer / Conform
Makporon NONOXEHMIOo, pPasMepy U NHTEHCHBHUCTU OKPACKM [OMKHO
FNYepunpMu“HoNeaT  GOOTBETCTBOBATL OCHOBHOMY NATHY Ha XpoMaTorpamme
./ ldentification. CTaHAapTHore pacTeopa makporona rnvuepunpuumMHoneara /
Macrogal Position, size and degree of coloration of one of the spots in the
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MNokasarens /

i 5 Pe3synbrar / Result
Characteristic ¥ /
TNULEPUNPUUMHONEAT
/ Identification.
~ Macrogol
glycerylricynoleate

BpemA yAepRUBAHUA OCHOBHOIO NUKA Ha XpoMatorpaMme
UCMbITYEMOro pacTeopa 40/IKHO COOTBETCTBOBATH BpeMeHu
YAEPAKMBAHUA NWKA 3TAHO/a Ha XpoMaTorpamme CTaHfapTHorao
pacTsopa / 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

floanukHoC s,
A1awnon /
Identification. Ethanol

CooteercTsyet / Conform

MpozpayHocTs /

CoorseTctyeT / Conform
Clarity

Mpenapat fomkeH BbiTe NPO3PA4HLIM MW BbIGEPKMBATL CpaBHeHue
C araHonioM |/ The drug product should be clear or not more

opalescent than the reference suspension |

OnTuyeckan NNOTHOCTL UCNLITYEMOrO pacTeopa fonkHa BbiTe He 0.012

UeerHocT / Degree
af coloration Bonee 0,08 / Optical density of the test solution should be not maore
than 0.08
pH ! pH OT 4,0 o 7,0 (pacTsop npenapara B HaTpuA xs1o0puaa pacTtsope 0,9 5.60

% (1,2 mr/mn naknurakcena)) / From 4.0 to 7.0 (drug solution in
solution of sodium chloride (0.9 %) (1.2 mg/ml of Paclitaxel))

Mexanuueckmne
BKNKYBHUA [
Particulate matter

BHAMMbBIX YACTUL, B CODTBETCTBMN C TpeBoBaHuAmMu / Visible particles
in accordance with requirements

Cootaetcreyet / Conform

MexaHudeckue HacTuusl paimepom 10 MKM ¥ Gonee — He Gonee 3000 y-u/cbn B 28 u-u/cbn. / part.fvial

. BKMIOYEHUA. OAHOM bnakoHe / Particles with diameter 10 pm or more - not more
BHosugumeie than 3000 p/vial

yactuubl / Particulate
matter. Subvisible

particles

MexaHuyackue YacTuuel pasmepoM 25 MkM 1 Gonee — He Gonee 300 Yy-u/pn 8 3 y-u/cpn. / part.ivial
BK/OYEHWA, oaHoM hnakore / Particles with diameter 25 pum or more - not more

foBuakrmbie than 300 p/vial

sactuupl / Particulate
matter. Subvisible
particles

MnotHocte / Density

PogcreeHHbie
npumeck / Related
impurities

PoacreeHHble
npumeck / Related
impurities

Boga / Water

Or 0,925 no 0,950 rimn / From 0.925 to 0.950 g/ml

EAVHU4HOR HenaeHTUdMUMPYEMOT NpuMecH - He Gonee 0,8 % / Any

individual unidentified impurity - not mare than 0.8 %

Cymma npumeceii - He Gonee 3,0 % / Total impurities - not more than
3.0%

He 6onee 2,0 % / Not more than 2,0 %

0.928 r/mn  g/mi

0.05 %

meHee 0.05 % [ less than
0.05 %

' :-'” A A ! "
2| :"BMOKAR" /

Macnopr kavectsa / Certificate of analysis Ne 34361/20
@opma MpunomeHue Ne5 K QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12
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Nokasatens /

; Characteristic

M3Bnekaembiii
o6vem / Extractable
volume

BakTepnansHeie
3HAOTOKCHHBI /
Bacterial endotoxines

CrepunsHocTs /
Sterility

KonuuectsenHoe
onpegenennve.
Maknutakcen /
Assay. Paclitaxel

KonudqecreseHHoe
onpegeneHune.
3ATaHon / Assay.
Ethanol

¥Ynakoska / Package

Mapkuposka /
Labeling

Ot 44,5 po 55,5 % (06/06)

Tpe6osaHua HA / Acceptance Criteria

N3snekaemeli 061LeM fonKeH BbiTh He MeHee HOMWHanbHoro

o6nema / Extractable volume should be not less than nominal
volume

He 6onee 0,67 E3/mr naknutakcena / Not more than 0.67 EU/mg of
paclitaxe|

MpenapaT fomkeH BbiTs cTepUnsHLIM / The drug product is required

to be sterile

OT 95,0 Ao 105,0 % ot yxasaHHoro Ha aTukeTke / From 95.0 to 105.0

from indicated on the label

B nepecvere Ha 6e3BOgHbIA 3TaHON /
From 44.5 to 55.5 % (volfvol) calculated on anhydrous ethanol

¢ Mo 23,3 mn BO thnakoHbl HelTpansHoro crekna | TMAPCNUTAYECKOTO

K/1acca, ykynopeHHele npobkamu ¢ TedhnOHOBLIM NOKPLITUEM, C
OBKATKOW aNHMUHUEBLIMU KONNAYKAMM C NNACTUKOBOM KPbILKOA
Trna "flip-off". Ha kamablit inakon HaknensaoT ITUKETKY
CAMOKNEALLYIOCA. M0 1 inakoHy BMECTE € MHCTPYKUMei no
NPUMEHEHWIO NOMEW AT B Nauky U3 kapToHa / 23.3 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

Ha nepeUYHOIi ynakosKe (aTukeTke chnakoHa) Ha pycckom s3bike
YKQ3biBaOT: TOProBoe HauMeHoBaHne NekapcTBeHHoOro npenapara c
MAapKUPOBKOA @, MeXAYHAPOAHOE HENATEHTOBAHHOE
HaUMEHOBAHWE, NIeKApPCTBEHHYIO (DOPMY, KOHLIEHTpaLio
AEiCTBYIOWEro BELLeCTBA BO (h1akaHe B mrimn, o6vem npenapata s
M1, KONUYECTBO AECTBYIOLIErD BEWECTBA BO (hiaKoHe B Mr,
YCNOBUA XPAHEHWUS, HOMEP Cepuu, AaTy NPOU3BOACTBA, CPOK
fOAHOCTH, NPeaynpPeanTENbHYK Hagnuck «CTEPUbHO». cnocof
ApumeHenns «BHYTPUBEHHO», TosapHbiii 3Hax nponssogurens
Ha NaTuHuILe.

Ha BTopusHol ynaxkoske (kapTOHHONM navyke) Ha pycckom
A3blKe YKa3biBAT: TOProBoe HaumeHoBaHue
NEKApPCTBEHHOIO Npenapata ¢ MapKUpoBKoA ®,
MEX/yHapoAaHoe HENATeHTOBAHHOE HavMeHoBaHue,
NekapcTeBeHHYo diopmy, KOHLEeHTpaLuio AeACTBYHOWEro
BeujecTsa BO (pnakoHe B Mr/MN, 06bEM npenaparta B Mn,
KOAWYECTBO AeiCTBYOLIer0 BelecTra Bo (hiakoHe B M,
COCTaB Ha 1 MN (HaUMEHOBAHUE W KONMYECTBO
[eiCTBYIOWLEr0 W BCNOMOTATe/ bHbIX BELECTB), ycnosus
QTnycka, yCnoBua XpaHeHus, npeaynpegurensHole Haanucun
«CTEPUNBHO», «XpanuTs B HegocTynHom ANA AeTer
MecTe», Hagnuck «epes npUMeHeHueM BHUMaTENLHO
NPOYUTAATE NPUAOKEHHYHO NHCTPYKUUK», KONIUYECTBO
thNaKoHOB B ynakoBske, cnocob NPEUMEHEeHUA
«BHYTPUBEHHO®», HaumeHoBaHwe, agpec, TenedioH u
hakc ropuguueckoro Nnua, Ha UMA KOTOPOro BbIAAHO
PerMcTpauvoHHoe yaocToBEREHNE, HAMMEHOBaHWE W agpec
NPOU3BOANTENA, TOBAPHbIFA 3HaK NPON3BOGUTENS Ha
NaTuHWue, HoMep cepum, AaTy NPOW3BOACTBA, CpoK
FOAHOCTW, HOMEP PerucTpaLMoHHOro YAOCTOBEPEHMUA,

- WTpKX-Koa, 6ap-kog.

Nacnopr kavecrtsa / Certificate of analysis Ne 34361/20
®opma MNpunoxeHne Ne5 k QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12
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Pesynbrar / Result

24.0 M0/ ml

MeHee 0,67 / Less than
0.67, E3/mr [ EU/mg

Crepunbho / Sterile

102.84 %

50.24 %

CootseTtcreyeT / Conform

CootsetcTeyeT / Conform
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Mokasarens /

. Characterisic Tpebosanua HA / Acceptance Criteria Pesynbrar / Result

HononHUTENLHO MOrYT HaHOCHTLCA CPEACTBA

NABHTUDUKALUMN N8 CUCTEMbI MOMUTOPUHTA ABIKEHUSA

. NeKapcTBeHHbIX NPpenaparos ANA MeAnUMHCKOTQ
npumerenns / The primary packaging (vial label) in Russian
indicates: the trade name of the drug with the label ®, the
international nonproprietary name, dosage form, the
concentration of the active ingridient in the vial in mg/mL, the
volume of the drug in mL, the amount of active ingridient in
the vial in mg, storage conditions, batch number, release
date, expiration date, warning sign "STERILE", method of
application "INTRAVENOUS", manufacturer's trademark in
Latin,
The secondary packaging (cardboard box) in Russian
indicates: the trade name of the drug with the label ®, the
international nonproprietary name, dosage form, the
concentration of the active ingridient in the vial in mg/mL, the
volume of the drug in mL, the amount of active ingridient in
the vial in mg, composition per 1 mL (name and amount of
active ingridient and excipients), conditions of dispensing,
storage conditions, warning labels “STERILE”, "Keep out of
the children", the mark "Before use carefully read the
attached leaflet ", the number of vials in the package, the
way of application * INTRAVENOUSLY ", the name, address,
telephone and fax of the legal entity the registration
certificate holder, name and address of the manufacturer, the
manufacturer's trademark in Latin, batch number, release
date, expiration date, registration certificate number,
strokecode, barcode.

. Additionally, identification for a drug distribution monitoring
system for medical use may be applie

- Cpok xpaHeHus / Shelf 2 roaa 6 mecAues / 2 years 6 months CoortsetcTeyer / Conform
life !

YCNoBuA xpaHeHus / ¢ B 3awMuieHHOM 0T cBeTa MecTe, npyx TemnepaTtype He Bellwe 25 °C / Coorpeertcreyet / Conform
Slorage conditions ¢ Al temperature not more than 25 °C, protected from light

3akniouenue: BbllweyKasaHHbI NPOAYKT cooTBeTCTRYET Tpe60BaHMAM HOPMaTHBHOM AoKyMeHTaumm Ne
®Cn / ES 1ICP-001949/09-111119 / Conclusion: The product conforms to the regu!}tgry documentation Ne

®Cr/ ES /ICP-001949/09-111119 Vi
pyxogondtens QKK / g
Hreawnsa AR/ o
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Macnopr kavectsa / Certificate of analysis Ne 34361/20 — 5
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