Poccus, 198515, CaHKT-ﬂeTepGypr. nerpogaopqosmﬁ pakon, n. Crpensua, ya, Coasu, 4. 34, O P
AT, A. / Russian Federation, 198515, sajnt Petersburg, Petrodvorsow’v district, Strelng, Svyazi B' Q ,AD

Biotechnology Com pany
[

o IR

Taxcaua.q”, KOHUeHTpar gag nNpurorosaenug Pacreopa png MHOY3Mi, 6 mr/mn (46 mn) / Taxacad®,
concentrate for solution for infusion, 6 mg/mi (46 mi)

Nacnopr Kayecrsa / Certificate o

Dopma Bbinycka / Release form: HOHL;EHTpaT ANA NpUroToseus Ractsopa ang
HHbY3uG, 6 Mr/mn (dnakon) 46 MA X 1 (nayka
KapToHHag) / Concentrate for solution for infusion,
6 mg/mi (vial) 46 mL x 1 (cardboarg package)

Homep cepuy (napruum) / Batch No: 06270720

npouasogurenb/ Manufacturer: 3A0 « SMOHAA», Poccug, Mockosckag 06n.,
KpaCHorochwﬁ P-H, c. ﬁerpoao-,qanhHee /1sc
“BIOCAD”, Petrovo~Dalneye, Krasnogorskr‘y District,
Moscow Region, Russia

Ynakoswmx (ampuquan) Ynakoska / Packer
(secondary) Package: 340 «BUOKAL, Poceus, Mockosckas obn.,
Hpacuoropcmﬁ p-H, c. ﬂeTpoao-ﬂaanee /JSC
“BlocaD”, Petrovo-Dan‘neye, Krasnogorskiy District,
Moscow Region, Russia
Obbem Cepuu, en. uzm, / Batch size, units: 6393 Yn. Ne1/ packs Ne1
Aara MPonssogcrsa / Manufactyre date; 30.07.2020
Cpok rogHocry / Expiry date: 01.01.2023
HUcnbiranusg NpoBsegeHs! no / The tests performed
in accordance with:  ocn /s /1ICP-001949/03.1 11119
Perucrpau,uuuublﬁ Homep / Registration Number; nCP-001949/09

Mokaszareny /

§ ‘ TpeGosanug H Acceptance Criteria i €3ynerar / Result
Characteristic P Al P Pesyn /
Onucamue / ﬂpospawﬂan Gecuaeman W CBETNO-%enTorg Usera saskag CoomeTcmyeT ! Conform
Appearance KUAKOCTE /

Clear colourfess or pale-yellow coloyr viscous liquid

HO,CLHMHHOCT&. : Bpems YAepxusanug OCHOBHOro nuka na XpoMatorpamme : Cooraerc'rsyerl Confarm

Naknurakcen / MCNbITYemor Pacrsopa fonxio CO0TBeTCTBOBATL Bpemeny
Identification, YREPXUBAHUA OCHOBHOr o fVKa Ha XpoMaTorpamme CTakaapTHoro
Paclitaxel * PacTeopa / The retention time of the Major peak on the

chramatogram Obtained with the lest solution corresponds to that on
the chromatogram obtained with the standard solution

Moanunnocts, " OaHo u3 NATEH Ha Xpomarorpamme UCNbiTyemoro pacTsopa no CUOTEETCTByET / Conform

Naknurakcen / i nonoxemu, Pasmepy u MHTEHCUBHOCTY OKPacku fonxug
Identification, ¢ COOTBeTCTBORATL 0cHoBHOMY NATHY Ha XpPoMarorpamme
Paclitaxe| . CTaHfapTHorg PacTsopa Naxknurakcena / Position, size and degree of

MNognnurocTs, OpHo uz NATEH Ha Xpomarorpamme MCNbITYEMOro Pacteopa no Coorsercrsyeri Contorm

Makporon NONOKeHuo, Paimepy y MHTeHCUBHOCTY OKpacku gomxno P
MuepnnpuymHonear CooTBeTCTBOBAT, OCHOBHOMY NsTHy Ha Xpomartorpamme e B2mse \
fldenliﬂcation. CTaHgaprHoro PacTsopa Makporona rnuuepmnpnqwﬂonearaf / g S
Macrogol Position, size and degree of Coloration of one of the spots in the R/

g!ycerylricynaleale chromatogram obtained with test solution Corresponds to the Major =/

Spot on the chromatogram obtained with the Reference Standard of
macrogol glycerylncynnlea[e solution

Mognunnocts, Honxno NOABUTLCH CuHee OKkpalneanue / Solution becomes biue

Nacnopr Kavecrga / Certificate of analysis Ne 40914/20
®opma Mpunowenne Ne5 g QC-28-019-12/ Form Appendix Nes to QC-28-019-12




Poccus, 198515, Can
T A, / Russian Federarion,

nr-ﬂerepﬁypr, ﬂerpo,qsopqosuﬁ padon, n, Crpensha, ¥A. Ceasu, g, 34,
198515, Saint Petersburg, Petrodvorsoviv district, Strelna, Svyazi

st.bld. 34, |iter A Ten./tel.: +7 495 952-66-28: Dakc/fax: +7 495 992-82-98

Mokazarens, / :
Characteristic :

Makporon

FMUepUNpUYHOfegT

/ ldentification.
Macrogo|
© Glycerylricynoleate

ﬁoannHHoch.
Jrawon /
Identification, Ethano|

Mpospaynocry /
Clarity

UseTnocrs / Degree

of coloration

PH /pH

Mexaumecme
BKAKYeHug /
Particulate matter

Mexaruyeckye
BKIKYeHug,
Aosugumeie
HaCTAUL! / Particulate
matter. Subvisiple
particles

Mexaﬁmecnme
BKMoYeHug,
Aosugumpie

4acTuubl / Particulate
malter. Subvisibje
particles

Anotuocry / Density

Poacreennble
NpumMecn / Related
impurities

Pogcreenupie
Npumecw / Relateq
impurities

Bopa / Water

Tpebosanua HA / Acceptance Criteria

the chromatogram of ethanol Reference Standarg

Mpenapar AOmMKeH BTy NPO3paYyHBIM uny BblAEDKUBATE CpaBHeHue
€ aTaHonom 1/ The drug product should be clear or not more
Opalescent than the reference Suspension |

OnTuveckas NNeTHOCTL MCNkITYemoro PactBopa fo/mkHa 6y, He
Gonee 0,08 / Optical density of the test salution should be not more
than 0.08

OT4,0n070 (pacTsop Npenapara g HaTpus xnopuga PacTsape 0,9
% (1,2 mrimp Naknutaxkcena)) / Erom 40to 7.0 (drug solution jn
solution of soadium chloride (0.9 %) (1.2 mg/ml of Paclitaxel))

Buanmbix vactuy e cooTBeTCTBIY ¢ TpeGosaHuamy Visible particles
in accordance with requirements

Yactuye Pazmepom 10 mkw 6onee — He 6onee 3000 Y-uwehn B
OAHOM thnakoHe / Particles with diameter 10 Hm or more - pot more
than 3000 pivial

070,925 A0 0,950 r/mp / From 0,925 1o 0.950 g/m|

Eaunuanon r«eugenrummquyemaﬁ nNpumecu - we Gonee 0,8 v, { Any
%

individual unidentifieq impurity = Not more than 0.8

Cymma nNpumecey - He Gonee 3,0 9/ Total impurities - not more than
3.0%

He Gonee 2,0 94 / Not more than 2,0%

Macnopr kavectea / Certificate of analysjs No 40914/20
Qopma ﬂpwnomenne Ne5 g QC-28~019-12/ Form Appendix Nes to QC-28-019-17

BICCAD

Biotechnology Company

Pesynurar / Result

Cooraercrayer / Conform

Cooraen:rayer / Conform

0.018

5.54

COOTBGTCTByET / Conform

57 w-wepn. part./vial

4 y-y/pn, / part.fvial

0.928 rimn ¢ g/mi

Metiee 0.05 % / |egs than
0.05 94

MeHee 0.05 % / |ogg than
0.05 9%




Poccmi, 198515, r. Cawnr—ﬂerepﬁypr, nerpo,qaopuoabnﬁ pavoH, n, Crpeana, ¥n. Ceazy, A. 34,
Mr. A,/ Russian Federaﬁon, 198515, Saint Petersburg, Petrodvcrsouiy district, Strelna, Svyazi
st.bld. 34, | iter A Ten./tel.: +7 495 992-66-28; Qakc/fax: +7 495 992.82.98

BICCAD

nouaaarenb/ ‘,
Characteristic

M3snekaemu,i;
obuem / Extractabje
volume

EERTEpWEU]thIE
IHAOTOKEUHL /
Bacterial endotoxines

CTepthHOCTb /
Sterility

Kcﬂuwecrae}moe
onpegenenue,
Naxknvrakcen /
Assay, Paclitaxe|

Konuwecrsenuoe
onpegenewnpe,
3taHon / Assay,
Ethanol

Ynakoska / Package

Mapkuposxka /
Labeling

Aononkurenyig MoryT H

Mpenapar AONXKEH BhiTp CTEPUNLHLIM / The drug product is required
to be sterile

Ot 95,0 A0 105,0 % o7 YKA3aHHOro Ha 3TWKeTKe / From 85.0to 105.0
on the lahel

from indicateg

Ot 44,5 4o 5559 (oﬁfoﬁ) B nepecuyere Ha 6e3BogHbI 3Tavon /

From 44.5 o 55.5 % {volival) calculated on anhydroys ethang|

UJTpMX-KD,q, 6ap-xo,q.
aHOCUTLCH Cpegcerea

Bictechnology Company

Pesynbrar / Result

47 mn / mi

Menee 0,67/ Less than

0.67, E3Mr / EUjmg

Crepunsio / Sterile

102.77 %

49.68 %

Coorsermeyer ! Conform

COOTBETCTByET !/ Contorm

"BUOKAL’

Nacnopr Kauecrtga / Certificate of analysis No 40914/20
Popma Mpunoxwenue Nes g QC-28-019-12/ Form Appendix Nes to QC-28-019-12




Poccus, 198515, r, CaHKT-ﬂerepSypr, r‘ierpo,qsopuoabiﬁ PaKoH, n, Crpensua, YA. Ceasu, 4. 34, c Y
MT. A, / Russian Federation, 198515, Saint Petersburg. Petrodvcrsoviv district, Strelna, Swyazi B, @%’AD

Mokasaren, /
: Characteristic ;

. Ycnosus XPaHeHus /
Storage conditions

Cpox XPaHEHUA / Shelf .
life :

Biotechnology Company

Tpe6osanug HA / Acceptance Criteria . Pe3ynprar / Result

"AeHTUdMKaLmp ANf cucTemp, MOHNTOPUHIa ABME Hug
NeKapeTeHKLx Npenaparos gng MeAUyUHeKorg
NPUMEHeHWs / The Primary Packaging (vial label) in Russian

indicates: the lrade name of the drug with the label @, the

The Secondary Packaging (cardboard box) in Russjan
indicates: the trade name of the drug with the label ®, the
international nonproprietary name, dosage form, the
toncentration of the active ingridient jn 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 ang 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
altached leaflet " the number of vials in the package, the

¢ way of application * rNTRAVENOUSLY ", the name, address,

telephane 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 applied

© B lawumuennom OT CBeTa mecre, npu TEMNepaTtype ne Bbilwe 25 °C/ | CoorBerchyer !/ Conform

At temperature not more than 25 °C, protected from light

2ropa 6 Mecsyes / 2 years 6 months i Cooraercrsyer / Contorm

3aKnioveHue: Bblweykasanypj npogyxr coorBercreyer TpebosaHuam HopmaTmeHo AOKYMeHTayuu No
9

@Cn /Ees /1CP-00194

/09-111119 / Conclusion: The produyct conforms to the regulatory documen tation Ne

@Crn /es /ICP-001949/09-111119

PYKosofuTENL KT
TopsaTERKG T1,A.
HEAD OF CU

Aonxrocms, DUO/Position, Fi Rdqmuce /5o, Aama/Date
7 S ENCAN
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