Poccun, 198515, r. Cank-NetepBypr, MeTpoasopyossii PaicH, n. CTpennHa, yn. Ceasu, a. 34,
nat. A, / Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi
st.bld. 34, liter A Ten./tel.: +7 495 992-66-28; daKc/fax: +7 495 992-82-98

Nacnopr kavecrsa / Certificate of analysis No5

HPIT - OS5

BICCAD

Biotechnology Company

AR T

2830/20

leptukan®, nuodmamzar ana npurorosnenus KOHUEHTPaTa ANA NPUroToBAEHUA pacTeopa Ana UHBY3MEA,
440 mr / Herticad®, powder for concentrate for solution for infusion, 440 mg

Popma Bbinycka / Release form:

Homep cepuu (naptum) / Batch No:
Homep cepuu un-6ank / Batch No in-bulk:
MNpounssoaurens / Manufacturer:

Ynakoswmk (BTopuyHan) ynakoska / Packer
(secondary) package:

O6bvem cepuu, eg. nam. / Batch size, units:
fara npoussoacrea / Manufacture date:
Cpok rogHocty / Expiry date:

[modunusar ana npurotosnequs KOHLeHTpaTa
ANA NPUTOTOBNGHUA pacTBopa ANs MHBY3WI, 440
Mr (PnakoH) x 1 + pacTeoputens
(bakTepuocTaTyeckan 80713 ANA UHBLEKUMWIA)
(dnaron) 20 ma x 1] x 1 (nauka KapToHHas) /
[Lyophilisate for the preparation of a concentrate
for the preparation of a solution for infusion, 440
mg (vial) x 1 + solvent (bacteriostatic water for
injection) (vial) 20 ml x 1] x 1 (cardboard pack)
73250719

110719N

3A0 «BMOKAL», Poccus, Mockosckas obn.,
KpacHoropckwii p-H, ¢. MeTposo-AansHee / 1sC
“BIOCAD”, Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

3A0 «BMOKAN», Poccua, MocKkoBCKas obn.,
KpacHoropckuii p-H, c. Netposo-fansHee / JSC
“BIOCAD”, Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

2584 yn. Nel / packs Ne1

17.07.2019

01.07.2023

Ceedenus o pacmeopumene / Information for solvent

Homep cepuu (napruu) / Batch No:

Homep cepun un-6ank / Batch No in-bulk:
Npoussoaurens / Manufacturer:

Aarta npoussoacrea / Manufacture date:

Cpok rogHocty / Expiry date:

Ucnbitanna nposeaensl no / The tests performed
in accordance with:

Perucrpaunonnsiit Homep / Registration number:

Mokasarens /
Characteristic

Onucanwne /
- Appearance

Tpebosanua HA / Acceptance Criteria

Mopowok unn nopucras macca ot 6enoro 4o CBeTNo-KenToro

99210719

090719n

3A0 «BUOKAL», Poccun, MockoBcKas 06n.,
KpacHoropckuii p-H, ¢. MNeTposo-fansHee /1sC
“BIOCAD", Petrovo-Dalneye, Krasnogorskiy District,
Moscow Region, Russia

26.07.2019
01.07.2023

®CM / ES NN-003403-051219, u3m./amend. No 1
AN-003403

Pesynerat / Result

Caoraerch-Gonigrm

S

UseTa. BoccraHoBAEHHLIN PACTBOP — NPO3paYHAn UAU Cherka G WE K
onanecy4pyolas XuAKoCTL, 0T 6ECUBETHOIO 40 CBETNO-XENTaro &
tsera / Powder or porous mass from white to light yellow in calor.
The recovered solution — clear or slightly opalescent liquid, colorless
to light yellow in color

Y

\A‘_—J—__J/

Macnopt kayecTea / Certificate of analysis No 52830/20
®opma MNpunomeHue N5 k QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12




Pocewn, 198515, r. CankT-NMetep6ypr, MeTpoaBOPULOBbIA paioH, n. CTpenkHa, yn. CenAzu, 4. 34,
nut. A, / Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi

st bld. 34, liter A Ten./tel.: +7 485 992-66-28; ®dakc/fax: +7 495 992-82-98

Mokasarens /
Characteristic

NMOASMHHOCTL /
ldentification

MoANMHHOCTb /
Identification

CpegHAR Macca U
0AHOROAHOCTE N0
macce / Average mass
and homogeneity of
mass

PacTBOpPMMOCTL /
Solubility

Mpo3payHoCTs
pacTsopa / Clarity of
solution

LipeTHOCTL pacTsopa /
Degree of coloration
of solution

pH pacrteopa / pH of
solution

MexaHuyeckue
BKNOMEHVA, BUaWMbIE
vacTuypl / Particulate
matter. Visible
particles

MexaHuueckne
BKNKOYEHWA.
HeBuAanMble
qactuiel [ Particulate
matter. Subvisible
particles

MexaHu4eckne
BKNKOHEHWA.
Hesuarmble
yacTuubl / Particulate
matter. Subvisible
particles

OCMONANBHOCTE /
Osmaolality

Tpe6osanua H, / Acceptance Criteria

MpenapaT A0MKEH OKalbiBaTb aHTunponugepaTHeHoe AedcTBUE HA
KynsTypy KneTok BT-474 / The drug product exhibits antiproliferative
activity on the BT-474 cell culture

Ha anekTpodioperpaMmax UCNLITyeMoro pacTaopa v cTaHAapTHoOrNg
pacTeopa NpUCYTCTBYET OCHOBHOA NWK. Ha anekTpotroperpaMme
CMEeCH CTaHAAPTHOTG N NCNBITYEMOIO PACTBOPOE NPUCYTCTBYET 04K
OCHOBHOM NVK. PasHKua Mexay BPeMeHaMin MUrpaumi oCHoBHOro
nUKa Ha 3NeKTPodoperpamMmax NCNbITYyEMOoro pacTaopa,
CTaH/AAPTHOro PAcTBOPA W UX CMECH COCTABNART MeHED 0,1 MuH /
Electropharegrams obtained for test solution and standard solution
show the main peak. For the mixture of test solution and standard
solution only one main peak should be present. Retention time of the
main peak on the electrophoregrams obtained for the test solution,
standard solution and their mixture differs by less than 0.1 min

Or 1235,8 Mr o 1510,4 mi / From 1235.8 mg to 1510.4 mg

Mpenapat A0/KEeH NONHOCTLI PACTBOPUTLCA B TedeHue 10 MuH /
The drug product is required to be completely dissolved within 10
min

PacTeop npenapara AonxeH GeiTe NPo3padHLIM ! The drug product
solution is required to be clear

Okpacka pacTsopa Npenapara He Jo/Ha npessilaTe aTAN0H Y5/
The drug product solution is required to be not more intensely
colored than Reference Solutions Y5

07154 006,6/54106.6

BuavMele HacTvLbl AO0NKHLI OTCYTCTBOBATL / Visible particles should
absent

CpegHee HWCND HacTUL, pasmepomM 10 MKM 1 Bonee He foMKHO

npeasiuate 3000 4/chn B OAHOM thnakore / Average number of
particles with diameter 10 um and more — not more than 3000 phvial

Cpefatee Y1c/N0 YacTuy pasmepomM 25 MKM 1 Bonee He AOMKHO
npessiwarte 300 Wn 8 0AHOM hnakoHe / Average number of
particles with diameter 25 um and more — not more than 300 pivial

OT 105 go 175 mOcm/kr / 105 mOsm/kg to 175 mOsm/kg

BICCAD

Biotechnology Company

Pesynbrat / Result

CooteeTcTeyer / Conform

CooteercteyeT / Conform

1401.26 mr/ mg

Cooraefcmyév / (l';.onf;rm
Ct;CITEBT.CTB;ET | Conform
CooraemTBQéT i‘ Conform
6.04

CoortesetcrayeT f Conform

56.0 u-wdpn. / part.fvial

5.0 y-u/cpn. | part.ivial

Macnopt kadectea / Certificate of analysis Ne 52830/20
dopma Mpunomerne Ne5 K QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12




Poceua, 198515, r. Cankr-Netepbypr, NeTpoasopuosbi paion, n. CTpensHa, yi. Canau, A. 34,
auT. A. [ Russian Federation, 198515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyati
st.,bld. 34, liter A Ten./tel.: +7 495 992-66-28; dakc/fax: +7 495 992-82-98

MNokasarens /

Characteristic

Yucrota / Purity

Uuctota / Purity

YucToTa / Purity

YuctoTa / Purity

Bosa / Water

BakTrepnalibHble
3HA0TOKCUHBE |
Bacterial endotoxins

CTepunbHOCTL /
Sterility

AHOMaNLHasn
TOKCUMHOCTb /
Abnormal taxicity

06w Genox / Total
protein

Monucopodar 20/
Polysorbate 20

OTHOCKUTENbHAA
crieyuthu-eckan
aKkTMBHOCTL / Potency

ynakoska / Package

Tpe6osanua HJ / Acceptance Criteria
CofepxaHne MOHOMEPA — HE MeHee 95,0 % / Monomer content -

not less than 95,0 %

Cymma Npumecen — He Gonee 5.0 %  Total impurities — not more
than 5.0 %

CyMMapHoe CoAepKaHue thpakumid 3 u 3" - He meHee 55 % / Total
content of Fractions 3 and 37 - not less than 55 %

CopepxaHve gpakuun 4 - He Gonee 20 % / Content of fraction 4 -
not more than 20 %

He Gonee 3,0 % / Not more than 3.0 %

He Gonee 36 E3iinaxon / Nat more than 36 EUMvial

MpenapaT AoNKeH BbiTe CTEPWILHLIM / The drug product is sterile

Mpenapat 4o/Ker BbiTh HETOKCHURbLIM / The drug product is non-
Loxic

OT 405 po 475 mrichnaxon / From 405 10 475 mglvial

OT 1.6 A0 2,0 MI Ha dnakoH / From 1.6 to 2.0 mg per vial

OT 80 % A0 125 % 0T aKTUBHOCTH craHaapTHoro ofpasua / 80 % to
125 % of potency of the standard sample

NuotvnuaaT 418 NPUroToBNEHNR KOHUEHTpaTa gNs NpUroToBNeHus
pacTeopa AnA WHdby3Wi B AO3MPOBKE NO 440 mr TpacTysymaba 8o
thnakorbl eCUBETHOTO HeRTpaIbHOTO CTeKNa | FMAPCNUTUHECKTTO
K1acca, ykynopeHHsie 6poMByTHNoBLIMU pesuHoebiMy Npofkamu, ¢
OBKATKOW ANIOMUHWEBBIMM KONNAUKAMW C NNACTHKOBLIMW KPLILKAMMN
Tuna "flip-off’. Ha KaablA (NAKoH HakneusakT CAMOKNEALWYHCH
3tnkeTky. Mo 20 mn EaKTepMm:‘ramqecmﬁ BOMB! AR VHBEKLMA AN
npenapara Bo hnakoHb! 6ECUBETHOMD HEMTRANBHOMO CTEKNA |
rMAPONUTUHECKOID KNacca, YKYNOPEHHbBIE 6pOMEYTUNOBLIMU
pe3nHOBLIMIA Npobkamu C (hTOPNONMMEPHEIM NOKPLITUEM, C
OBKATKOV ANIOMUHUEBBIMU KDANAYKaMu ¢ NNACTMACCOBbIMU
KpbILLKAMK TUNA “flip-off”, Mo 1 dnaxkoHy © npenapatom u 1 thnakoHy

Nacnopt kadectsa / Certificate of analysis Ne 52830/20
dopma MNpunomeHne Ne5 k QC-28-019-12/ Form Appendix N5 to QC-28-019-12

Biotechnology Company

Peaynbrar / Result

99.69 %

0.31 %

74.2 %

5.7 %

1.30 %

Menee 36 / Less than 36,

E3lmnakon / EUlvial

CrepwunbHo ! Sterile

HeTokcyuHo / Nantoxic

447 mricon. [ mgivial

1.70 mricpn. / mghvial

100.2 %

CooteTcrayeT / Conform




Poccun, 198515, r. Cankt-Netepbypr, MeTpoaBopuossin paioH, n. Crpenska, yn. Ceasu, 4. 34, T Py
nuT. A/ Russian Federation, 188515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi BI { MAD
st.,bid. 34, liter A Ten./tel.; +7 495 992-66-28; ®akc/fax: +7 495 992-82-98 .

Biotechnology Company

Nokasarens /

Characteristic Tpe6osanus HJl / Acceptance Criteria ~ Pesynbrar / Result

AUSHKOBYIO YNAKOBKY W3 neHkn MBX. Mo 1 KOHTYPHOHR AYERKOBOH
yNakoBKe € MHCTRYKUMEH NO NPUMEHEHWIO B Nauky 13 kaptoxa /
Lyophilizate tor solution for infusion at dose 440 mg of trastuzumab
in neutral glass type | vials, corked with brominated butyl rubber
stoppers and capped with aluminum flip-off caps with plastic covers.
Each vial is labeled. 20 ml of bacteriostatic water for injection in
neutral glass type | vials, corked with brominated butyl rubber
stoppers with fluoropolymer coating and capped with aluminum flip-
off caps with plastic covers. 1 vial with dug product and 1 vial with
bacteriostatic water for injection into PVC blister. 1 blister and
consumer information leaflet are put into carton box

Mapkvpoeka / Ha nepsvuHOR yNakoBKe (3TUKETKA (P/1aKoHA) Npenapata Ha CooreetcTeyer / Conform

Labeling PYCCKOM A3bIKE YKa3biBAWT: TOProBoe HanmeHosaHne
NEKAPCTBEHHOIo NPenapara ¢ NPeaynpeauTebHoR Mapkuposkeih ),
MENAYHAPOAHOE HENATEHTOBAHHOE HANMEHOBAHWE, NEKAPCTBEHHYIO
dhopMy, KONMHECTBO AEHCTBYIOWETO BRLECTBa BO (haKoHe B Mr,
cnocob npuMexenns: «BHYTPUBEHHO», npeaynpeavTe/ibHas
Hagnuce: « CTEPUNbHO», yCNOBWUA XpaHeHus, HanMeHoBaHue
NPON3BOAUTENA, TOBAPHBIA 3HAK IOPUAMYECKOTO NMLR, HA UMA
KOTOPOro BblAaHo PervcTpauuoHHoe yAeCToBepeHne (PY) Ha
naTvHULe, HOMEP Cepuu, AaTy NPou3BoACTBa, CPOK FOAHOCTH.HA
NepBUYHOI ynakoBke (ITWKeTKa (hiakoHa) pacTBOPUTENs Ha
PYCCKOM A3LIKE YKA3blBaloT: HA3HAYEHWe: «PacTBOpUTENDb AR
npenapata FEPTUKAL®», «bakTepuocraTuvieckas soga Ana
UHBEKUMIA», 06BbEM B M1, NpeaynpeanTensHble Haanueu: «Ans
npuMeHenns ¢ npenaparom MepTukad® 440 Mr», «CogepinT 1.1 %
HeH3nnoBoro cnuptan, «CTEPWUNbHO», ycnoBnsi xpaHeHus,
HauMEHOBAHWE NPOM3BOAUTENA, TOBAPHLIN 3HAK IOPUAUHECKOTO
nuua, Ha UMA KoTOporo Belgado PY Ha NaTiHWUE, HOMED CepuK,
Aary Npov3BoACTBA, CPOK rogHocTh.Ha BTOPUUHOIA ynakoske (Navka
13 KAPTOHA) HA PYCCKOM A3bIKE YKA3biBAIOT. TOProBoe
HAMEHOBAHWE NEKAPCTBERHOIO NPenapara ¢ NPeaynpeanTebHoI
MapKUPOBKOA &, MeXAyHapOAHOE HENATeHToBaHHoE
HAMMEHOBAHWE, NEKAPCTBEHHYIO (DOPMY, KO/TUMECTEO
NERCTBYIOULETNO BEWECTRBA BO (NNAKOHE B MI, KONWHECTBO th1aKOHOB
npenapara ¥ nadke, cocTas (HavMeHoBaHe W KONUHEeCTRO
ASRCTBYHOWEIO K BCNOMOTaTenbHbix BELLECTR), CNOCOB NPUMEHEHWUA
«BHYTPUBEHHO», npeaynpeauTe/ibHbIe Haanucu:
«CTEPUNBbHO», «XpaHuTh B HEAOCTYNHOM A5 JETER MECTER,
«Mepey NpUMEHEHrneM BHUMATEbHO MPOUUTAIRTE NPUNOKEHHYID
WMHCTPYKUKIO», «[penapat nosyyeH ¢ ucnonbiosalnem TEXHONOT WA
pekoMBUHaHTHOW [HK», yCNoBUA OTNYCKE, YC/IDBWA XPaHEHURA,
HaMMEeHOBAHWE HIPUAWUECKOrD NMUA, HA MMA KOTOPOrO BbiflaHo PY,
ero afpec TenedioH, (hakc U TOBAPHLIA 3HAK HA NaTUHULE,
HAWMEHOBAHWE ¥ aApeC NPaU3BOAMTENA, Homep PY, HoMep cepun,
Aary NpousBOACTBA, CPOK MOAHOCTH, LUTPUX-KOA, Bap-
x0£, lONOAHWUTENLHO MOTYT HAHOCHTBCA CPEACTBA NAEHTUIMKALMA
LANA CHCTEMBI MOHUTOPWHIA ABUKEHUA TEKAPCTBEHHLIX (IpENapaTtos
ANA MEAMUMHCKOTO NpuMeHerns.Ha KapToHHOW nadke (150 mr)
JONONHATENBHO YKA3BIBAIOT HAANKCK: «KOHLEHTPaT pacTeopa,
NPUroTOBNEHHBIA € UCNO/b30BAHWEM CTEPUILHOR BOABI ANA
MHBEKLWIR, (IM3MHECKN W XMMUHECKK CTaBuner Npy Temneparype ot
2 no 8 °C B TeueHune 24 4acoB» W «pUroTOBNEHKHLIA pacTaop Ans
VHIPY3NA MOXET XPaHUTLCA NPKU TemnepaTtype ot 2 no 8 °C He
Bonee 24 4yacoB».Ha KapTOHHOM Nadke (ANA A03MpoBKY 440 Mr)
[0N0AHUTENBHO YKA3LIBAKOT: KO/MYECTBO (P1AKOHOB PACTBOPUTENA
8 nauke, 06LEM pacTBOpVUTENA BO (/IAKOHE, COCTAB PAcTBOPUTENSA,
HAAMUCKU «KOHUEHTPAT pacTeopa, NPUTOTOBNEHHLIH €
MCMD/L30BAHNEM BAKTEPHOCTATUHECKDR BO/LI /YIR MH hEKUWA,
crabunen npu Temnepatype o1 2 a0 8 °C @ TeueHne 28 cyTok»,
«KOHLEHTPAaT pacteopa, NPUroToB/IEHHbIA C MCNONL30BAHUEM
CTEPUNLHOM BOMbI NA UHBEKUMA, M3NUECKA U XHMUHECKU
cTabuneH npu TemnepaType ot 2 Ao 8 °C B TeveHre 24 4acos» v
«MpWroToBNEHHLIA pacTeop 4ns MHEY3WA MOXET XpaHUTLCA NpU
Temnepatype o1 2 40 8 °C He 6onee 24 vacos» / The primary
packaging (vial label) of the drug in Russian indicates: the trade
name of the drug with a warning label ®, the international
nonproprietary name, dosage form, amount of active substance in
the vial in mg, route of administration: «INTRAVENOUSLY», warning

Macnoprt kauectsa / Certificate of analysis Ne 52830/20
®opma MNpunoernue N5 K QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12




Poccua, 198515, r. Cannt-TleTep6ypr, MNeTpoasopuosbiit paion, n, CTpenbHa, ya. Ceasu, 4. 34, o
nurt. A. / Russian Federation, 188515, Saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi BI &AD

st.bld. 34, liter A Ten./tel.: +7 495 992-66-28; ®akc/fax: +7 495 992-82-98

MNokaszarens /
Characteristic

Tpancnoptvposka /
Transpartation

Cpok xpaveHus / Shelf
life

Yenoeus xpaneHun /
Storage conditions

Pactsoputens / Solvent:

MNokasaTtens /
Characteristic

Onucanme /
Appearance

MoANMHHOCTL /
Idenufication

Macnopt kauectsa / Certificate of analysis Ne 52830/20
dopma Npunoxmenme Ne5 k QC-28-019-12/ Form Appendix Ne5 to QC-28-019-12

Biotechnology Company

Tpe6osaHua HA / Acceptance Criteria PeaynbTar / Result

sign: «STERILE», storage conditions, name of the manufacturer,
batch number, release date, expiration date, amount of active
ingredient in the vial in mg, "STERILE", storage conditions,
manufacturer's name, the trademark of the legal entity registration
certificate (RC) holder in Latin, batch number, production date,
expiration date.The primary packaging (label of the vial) of the
solvent in Russian indicates: purpose: "Solvent for the drug product
HERTICAD®", "Bacteriostatic water for injection”, volume in mL,
warning signs: "For use with the drug product Hertikad® 440 mg",
"Contains 1.1% of benzyl alcohol”, “STERILE", storage conditions,
manufacturer's name, the trademark of the legal entity registration
certificate (RC) holder in Latin, batch number, release date,
expiration date.The secondary packaging (cardboard package) in
Russian indicates: the trade name of the drug product with a warning
label &, the international nonproprietary name, dosage form, the
amount ot active ingredient in the vial in mg, number of vials in
package, composition (name and amount of active ingredient and
excipients), route of administration: «INTRAVENQUSLY», warning
labels: "STERILE", "Keep out of the children”, "Read attached leaflet
carefully before use”,” The drug was obtained using recombinant
DNA technologies”, dispensing requirements, storage conditions,
name and address of the legal entity RC holder, its address,
telephone, fax and trademark in Latin, manufacturer's name,
address, number of RC, baich number, release date, expiration date,
bar-codes.Additionally, identification tor a drug distribution monitoring
system for medical use may be applied.In a cardboard package (150
mg) the marks are additionally indicated: “The concentrate solution
prepared using sterile water for injection is physically and chemically
stable at the temperature fram 2 10 8 °C for 24 hours" and “The
prepared solution far infusion can be stored at a temperature from 2
10 B °C no longer than 24 hours”.The cardboard package (for a
dosage form 440 mg), additionally indicates: the number of solvent
vials in the package, the volume of solvent in the vial, the
composition of the solvent, the marks: “The concentrate solution
prepared using bacteriostatic water for injection is stable at the
temperature from 2 to 8 °C for 28 days", “The concentrate solution
prepared using sterile water for injection is physically and chemically
stable at the temperature from 2 to 8 °C for 24 hours” and “The
prepared solution for infusion can be stored al a temperature from 2
to 8 “C no longer than 24 hours"

Mpu Temnepatype oT 2 o 8 °C B 3alMIEHHOM OT cBeta MecTe. He CootseTtctayeT / Conform

3aMopaxueartt / Al temperature from 2 to 8 °C. Protect from light. Do
not freeze
4 ropal 4 years CoorsetctayeT / Conform
Mpu Temnepartype o1 2 go 8 °C B 3aWMIEHHOM OT cBETa MecTe. He CoorgetcreyeT / Confarm
3amMopaxuBaTh /At temperature from 2 to 8 °C. Protect from light. Do
not freeze

Tpebosanua HA / Acceptance Criteria Pesyabrar / Result
NpospadHan GECUBETHAA UMK CO CNabbiM KENTOBATLIM OTTEHKOM ~ Coorsertcteyet / Conform

*uakocTs / Clear liquid, colorless ar with light yellowish shade

BeHzunosslin cnupT / Benzyl alcohol: Bpemna yiepxusania OCHOBHOIO
NUKA HA XPOMATOTPaMMEe UCIBITYEMOrO PACTBOPA ADMKHO

COOTBETCTBOBATL BPEMEHM YAEPKMBAHWUA NuKa BeHanNosoro cnuprta//
HA XpoMAaTOrpamMme cTadaapTHore pacrsopa / The retention time of J,f Sty




Poccun, 198515, r. Camkr-Netepbypr, NeTpogsopuosii paioH, n. CrpensHa, ya. Cea3u, a. 34,
nuT. A. / Russian Federation, 198515, saint Petersburg, Petrodvorsoviy district, Strelna, Svyazi
st.bld. 34, |iter A Ten./tel.: +7 495 992-66-28; ®akc/fax: +7 495 992-82-98

MNokasarens /
Characteristic

MpoapaunocTs
pacTeopa / Clarity of
solution

UseTHocTs pacteopa /
Degree of coloration
of solution

pH pacrsopa / pH of
solution

Mexanunueckue
BKNOYEHWA. Buavmble
qacTuuel / Particulate
matter, Visible
particles

Mexanuueckue
BK/IHOHEHWA.
Hesugnmeie
Hacruue / Particulate
malter. Subvisible
particles

MexaHuyeckue
BKNHYEHUS,
Hesugumble
Hactuusl / Particulate
matter. Subvisible
particles

Wisnekaemein
06veM / Extractable
volume

BakTepraribHble
IHAOTOKCHHBI |
Bacterial endotoxins

AHOMA/ILHARA
TOKCUMHOCTL /
Abnormal toxicity

CrepunueHocTs /

Sterility

Konuuectsennoe
cnpeAenenne / Assay

3aKniouenune: BolweyKasaHHbIM NPOAYKT COOTBETCTB
®Cn / ES NN-003403-051219, usm./amend. Ne 1/ Co
documentation Ne ®Cf1 / ES /111-003403-051219, usm./amend. Ne 1

Macnopt kavectsa / Certificate of analysis No 52830/20
dopma Mpunorwerue Ne5 k QC-28-019-12/ Form Appendix Ne5 to QC-28-

Tpe6osanua HY, / Acceptance Criteria

the main peak on the test solution chromatogram should correspond

1o the retention time of benzyl alcohol peak on the standard solution

chromatogram

PacTBopuTent f40MKeH BhiTe Npa3pasHbIM / Solvent is required to be
clear

Qxpacka PACTBOPNTENSA HE A0/KHA NPeBLILIaTL 3TanoH Y7 / Salvent
is required to be not more intensely colored than Reference Solutions
Y7

OT14,5 40 9,0/From 4.5 t0 9.0

Buanmule vactuub gonkHsl oTcyTeTeoBars / Visible particles should
absent

CpeaHee yucno HacTuy pasmepom 10 MM v Gonee He A0MKHO

npesbiwate 3000 u/chn B ogHom thnakowe / Average number of
particles with diameter 10 pm and more - not more than 3000 p/vial

Cpeatee wicno vactue pasmepom 25 MM u Ganee He fonxHoO
npessiwate 300 4/(hn B 04HOM (nakoHe / Average number of
particles with diameter 25 HM and more — not more than 300 pivial

Mienekaemblil 06bem fonker GbiTs He MeHee HOMHHanbHoro /
Extractable volume is not less than the nominal volume

He 6onee 2.5 E3/chnakon / Nol mare than 2.5 EU per vial

PacTsopurens 0M%eH BbiTb HETOKCHUHLIM { The solvent is non-toxic

PacTsoputens gqonxeH 6biTh CTepunbHbIM / The solvent is sterile

EeHsunossiil cnupt / Benzyl alcohal: Ot 9,9 A0 12,1 mr/mn /9.9

mg/mlto 12,1 mg/ml

PH’OBOHHTE."!L '
Hruampy, A_jggm
OCWEAD A 4. [enne!

BICCAD

Biotechnology Company

Pesynbrar / Result

Cooreerctsyer / Conform
CootseTtcrayer / Conform
5.93

Cooreertctayer / Conform

62.0 w-u/chn. / part.fvial
4.0 y-u/thn. | part.iial

20.6 Mn/ mL

Menree 2,5/ Less than 2.5,
E3/dnakon | EUlvial
HeTtokenyHo / Nontoxic

CrepunbHo / Sterile

11.37 mrimn / mgimi

yer TpebosaHuAM HopmaTHUBHOM AOKYMeHTaumum Ne
nclusion: The product conforms to

HonxcHocme, ®M0/Position, Full




