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PADAPMA
AKIIOHEPHOE OBLIIECTBO «PADAPMA»
Otxen KOHTPOJIS Ka4ecTea
399540, JTuneyras obracms, TepByncxuii paiioH, c. Tepbynvl, ya. Jopodcnas, 0. 6A,
Teneghon +7(47474) 2-16-72

IIACHOPT Ne 284 or 12,04.2021 1,
MPOAYKT Bapru3ap®
TTEKAPCTBEHHASI ®OPMA M | anoduansar AJis TPHIOTOBIEHHS PACTBOPA AT BHYTPHBEHHOI'0 H
®OPMA BBITYCKA noaxo:xuoro seenenns 3,5 mr N1
DOUPMA U3TOTOBHTEJID AO «Padapma», Poccus
YIIAKOBAHO AQ «Padapmar, Poccus
HOMEP CEPHHA 010321
OBBEM CEPUH 5421 ym.
JATA U3TOTOBJEHMS 03.2021r
T'OJEH 10 31.03.2024 r
CPOKTOIHOCTH 3 rona

B 3alAIIEHHOM OT CBETa MecTe Npy Temnepatype He Beiwe 25 °C.
YCJOBUSA XPAHEHUSA Iocsie passeneHus 0,9 % pacTBOPOM HATPHA XJIOPHAA AOIMyCKACTCHA XPAHERHE

Bo dhnakone wiH wnpkue He Gonee 8 ¥ npy TemnepaType HE BLILUC 25 %L
PETMCTPAIIMOHHOE JI1-002939 ot 01.04.2015 r. (nata 3amenst 02.04.2020 1.)
YAOCTOBEPEHHE
AHAJIN3BI [IPOBEJEHBI no HJ | JIT1-002939-010415 HAam. Nel, Mam. Ne 2, Ham. Ne 3, Fam. Ned, Hawm. Nes,

| M. No 6, Hiam. Ne 7, Uam. No 8

HaumenoBpanue
nokasaresei

Tpebosanusa HJL

PesynbTaThl aHATH3A

OIMMCAHHE

JInobuIM3HPOBAKHAS MACCA WM MTOPOLIOK
Genoro wnu nourd 6enoro NBeTa

JInodunusnporanHas mMacca Genoro
usera

NOJUIMHHOCTD

BYIKX. Bpems yAepKHBAHUA OCHOBHOIO
NHKA HA XPOMATOrpaMME HCIBITYSMOro
pacTBOpa, Moay4eHHOH NpH
KONWYECTBCHHOM ONPEAC/ICHHH, JOKHO
COOTBETCTBOBATL BPEMEHH YASPKHBAHHA
OCHOBHOTO NHKa Ha XpOMAaTorpaMme
CTaHIAPTHOTO PacTROpa

CooTBETCTBYET

IHOJIMHHOCTD

TCX. Ha xpomatorpaMMe MCIBITYEMOTO
pacTeOpa NATHO No TIOJIOYWEHHKO H IO
roraowmeHo & Y Q-cpeTe L0MKHO
COOTBETCTBOBATH NATHY HA XpoMaTorpamMme
CTAaHIApPTHOTO PacTBOpa

CoorBeTcTBYET

IIPO3PAYHOCTb
PACTBOPA

0,1 % pactscp npenapata B 0,9 % pacTBope
HATPHS XJIOPHAT IO/KEH BRIACPHKHBATH
cpagHerHs C 3i:.;0HoM | =

CoOTBETCTBYET

[BETHOCTb
PACTBOPA

0,1 % paciuop npenapara B 0,9 % pacTsope
HATPUS XJicpria I0DKEH BBIIEPKHBATE
cpaBHeHile ¢ 31alloHOM By

CooTBeTCcTBYET

pH PACTBOPA

Ot 4,0 1o 7,0 (0,1 % pacTeOp npenapaTa B
0,9 % pacTBope HATPHS XJOPHUIA)
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Buanmeie

B cootsercTeuH ¢ TpeGoBaHHAMH 4 wr.
MEXAHUYECKHE T'd XI
BKIIOYEHHA: Hesugumbie
Hactuus > 10 MM — He Gonee 6000 na
draxon; 47
YHacruuer > 25 MM — He Gonee 600 na dnakon 30
e LA ikt ol sl
Ipumecs K/1210 - ne Gonee 1,0 %; He obnapyxeHo
[pumeck K#1216 — ne Gonee 1,0 %; He o6napysxeHo
[Ipumecs K#1218 — ne Gonee 1,0 %; 0,2 %
TOCTOPOHHME [Ipumece K#1221 - we Gonee 2,0 %; 0.4 %
HPAMECH Ennnnynas HennenTHUIHPOBAHHAS ’
npumeck — He Gomee 0,5 %; 0.3 %
Cymma npumecedt — He Gonee 5,0 % 1:1 %
BOJA He Gonee 3,0 % 1,1 %
OCTATOYHLIE
OPI'AHUYECKUE 2-Metun-2-nponanon — He Gonee 0,5 % He obrapy:xeHo
PACTBOPHUTEJIHN
BAKTEPUAJILHBIE [IpenensHoe copepxanue He Gonee
SHIOTOKCHHBI 100 By T R o
CTEPHJILHOCTH HosnskeH GbiTh CTEPHITBHBIM Creprien
AV £15,0 (n=10), eciu ycnosue He
BBINO/IHSETCH, TO: AV =29
OJHOPOIHOCTEH AV £ 15,0 (n=30), konudecTBEHHOE re] )
JO3UPOBAHMUS conepanne Gopresomuda B KOKIOM
(pr1aKoHe IOIKHO HAXOAMTBCS B MHTEpBAIE
010,75 M no 1,25 M
Ot 3,15 mr o 3,68 mr CioH2sBN:Oq4 3,56 mr
KOJIMIECTBEH- (Bopresomuba) (ot 90 % 1o 105 % ot
HOE OIPE/EJTEHUE 3afBJICHHOrO KOMWYECTBA) B OHOM (iakowe | 102%
ITo 38,336 wr (coorBercrByer 3,5 wr | Mo 38,336 mr (cooTsercTByeT 3,5 Mr
Gopresomuba) npermapata BO  (hnaKOHBI 6opresomuba) npenapata BO (GiaKOHLI
fecuserHoro HeHTpaneHOro crexna Tun I, | GecuserHoro HeWTpansHOro crexna Tum I,
ISO 8362-1, ykyrnopeHHbIE Pe3HHOBLIMH ISO 8362-1, ykynopeHHsle pe3HHOBBIMH
npobkamu 1o ISO 8362-5 u obxaTeie npobkamu no ISO 8362-5 u obxarsle
ATIOMHHUEBBIMH KOJITIAUKAMH, AFOMHHHEBBIMH KONTMauKamy,
CHa0KEHHBIMH MJTACTMACCOBLIMU CHa0KeHHBIMH TUIACTMACCOBBIMU
Kpblinedkamu ro ISO 8362-6. Kpbieykamy o ISO 8362-6.
Honyckaerca Hannuue nagnucu «FLIP OFF» | Mmeetcs vaammch «ELIP OFF» na
Ha IJ1acTMacCOBBIX KpbilieyKax. IJ1acTMacCOBBIX KpbIIICHKax.
VIIAKOBKA Ha kaxaeiii pnakon Hakneusaror Ha xasipiit riakoH HakneeHa

CaMOKNeALIYIOCs 3THKETKY 1o TY 2901-46-
81 mmn TV 9572-001-117739554-2013, unu
creuHdUKany QHPMBI.

| pnaxon BMecTe ¢ HHCTpYKLIMElT O
TIPUMEHEHHIO [TOMELLAIOT B NavKy W3
KapTOHa A1 MOTPeOHTEILCKOH Taph 110
I'OCT 7933-89 unu kaprona xpom-3p3an
mestosannoro mo TY 13-0281020-97-90 wim
crielHUKALMH GHPMBIL.

TpancnoprHas Tapa 8 cootserersun ¢ [OCT

17768-90,

CAMOKJIEALLIAACS STHKETKA O
cnieuHHKaLHH DHPMBL

1 ¢pnakon BMecTe ¢ HHCTPYKUKel Mo
TIPMMEHEHHIO IOMELICH B [TAYKY U3
KapTOHa 1 noTpebHTebeKOH Taps! o
creHdUKaLHH HHPMEL,

TpaucnopTHas Tapa B COOTBETCTBHH C
I'OCT 17768-90.
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MAPKHPOBKA

Ha atukeTie &7 "oHa yKa3blBaKOT TOProsoe
HaUMEHULBAEYE Mpernapara ¢

TIpeIyNpeau TeIEHOH MapKUPOBKOH ®;
LO3HUPOBYY B MIUITHIPAMMAX;
NIeKapCTREHHYIC (OopMY; HAHMEHOBAHHE 1
CTpaHy NpOH3BOAMTEIA, HOMEp CEPHH; CpOK
FOJHOCTH; JIaTy Y3 OTOBNCHHA; hapMaKox;
KOJ MaKeTa; TEXHHUECKYHO METKY WiTH 6e3
TEXHHYECKOH METKH.

Ha nauxe ykasbiBaiOT TOProBoe
HaUMEHOBAHHE Mpenapara ¢
MpeayNpeuTeNsHOR MapKHPOBKOH ®);
MEKIYHAPOIHOES HenareHTOBaHHOE
HauMEeHOBAHHE; JIEKAPCTBEHHYIO (hopMYy;
JO3HPOBKY B MHIIMIpaMMax,; KOJIHYECTBO
(hnakoHoB B ynakoske; «CTEpHIIBHOY; COCTaB
Ha O/IMH (JIaKOH B MWJUTHTPaMMax;
«llutoTokeununoy; « IpuMeHsTh TIO
Ha3Ha4YeHHIO Bpayvay»] YCIIOBHA OTITYCKA;
«XpaHUTL B HEAOCTYTIHOM A8 NeTeH
MECTER, YONIOBKSE XpAHEHHA; HOMED
PErHCTPaLHOHHOIO YIOCTOBEPEHHS;
HEHMEHOBAHHE TPOU3BOAMTENIA; E€ro
TOBapHBIH 3HaK, axpec, TenedoH U daxc;
HOMED CCPHH, ,’J\.:L'I‘y H3rOTOBJIEHHA, CPOK
T‘O,HHOCTP‘:‘; m‘x*'p'ux-f(o,n; thapmMako; Koa
MaKeTa.

JomyckaeTes ykasbiBaT KOHTPOIBHbIH
MIEHTHOUKALIMOHHBIH 3HAK (KH3), a Tarcke
uHbOpMALIIO, KoTOpyro conepiut KU3.

Ha stukerke ¢riakoHa ykazaHO: TOProBoe
HaHMEHOBaHHe rpenaparta ¢
MpeayTpeaAuTe/IbHON MapKupoBKoi ®;
IO3WPOBKA B MHJJIMTPaMMax;
nexapcTeHHas GopMa; HAMMEHOBAHHE H
CTpaHa NPOM3BOIMTE/IS; HOMED CEPHH;
CPOK rOJHOCTH; JaTa W3rOTOBNEHUA;
(apmakof; KO MaKeTa, TeXHH4YeCcKasd
MeTKa HiH 63 TeXHHYECKOH METKHU.

Ha mauke yka3aHo: TOProBoe
HauMeHOBaHue MNperapaTa ¢
npeaynpeuTeNbHOH MapkUpoBKOH ®);
MEK/TYHAPOHOE HEMaTeHTOBAHHOE
HAaUMEHOBAHUE, JIeKapcTBeHHas GopMa;
JIO3UPOBKA B MHJUTMIPaMMax; KOTHYECTBO
(bakoHOB B ynaxkoBke; «CTEpPHIIBHON;
COCTAB Ha OIMH (UIAKOH B MHJUTMrpaMMax
«InToTOKCHUHOY; «IIPpUMEHATH 110
HA3HAUEHHIO Bpauay; yCJIOBHA OTITYCKA;
«XpaHuTh B HEAOCTYTIHOM [T IeTeH
MECTe»; YCIOBHS XPaHEHUs; HOMEp
PErHCTPALMOHHOTO YIOCTOBEPEHH,
HAUMEHOBAHHE MPOU3BOLHTENS; €0
TOBAPHBIH 3HAK, aapec, TenedoH U dakc,
HOMeEP CepHH; AaTa U3rOTOBJIEHUA; CPOK
FOAHOCTH; LUTPHX-KOJ; (papMaKkol; Kol
MaKeTa.

VkazaH KOHTPOJIbHBIH
unentHukauuoHHsl 3Hak (KH3), a
TakKe HHPOPMAaLH, KOTOPYIO CONEPIKHT
KH3.

SAKJIIOYEHHE: npenapat «bapruzap® suoduainsaT 108 NPHroTOBIEHHS PACTBOPA /151 BHYTPHBEHHOTO
H noaKozHoro seexenus 3,5 mr N 1y, cepun 010321, npouseenennelit 1 yrmakosaHHbH AO «Pacapmay,

Pocers cootsereTBYeT TpeGosanusm JII1- 0029‘3 9-
H3m. Ne6, Mam. Ne7, Ham. Neg u npuroneyg}ﬂ'
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010415 Ham. Nel, Ham. Ne2, Miam. Ne3, HMam. Ned, Ham. Ne3,
HOHBBOBBHHH 00 31.03.2024 r.
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PADAPMA

AKUMOHEPHOE OBILECTBO «PA®APMA»

OTnen obecrieyeHus Ka4eCTBa

JInuenzns/ License Ne

00119 — JIC o7 21.12.2020

Paspemenne Ha peinyck JITT N 284
(8 coorBetcTBuM ¢ [Tpunokenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue nponyxra / Baptuzap®
Name of the product Bartizar®
MHH / boptesomub
INN Bortezomib

JlexapcTreHHas Gpopma /
Pharmaceutical form

JInodumusaT o1 IPUTOTOBIEHUS PacTBOpa 1L
BHYTPUBEHHOT'O M ITOJIKOXKHOTO BBEACHUA
Lyophilizate for preparation of solution for
intravenous and subcutaneous administration

Hosuposka /
Dosage sirength

3,5 Mr
3,5mg

Trn ynakoBxu /

Diaxkon 38,336 mr (1) ¢ nucTpyKumei mo

Package type NPHMEHEHHIO B MAaYKe KapTOHHOH
Bottles 38,336 mg (1) with instructions for use in a
cardboard pack

Howmep cepnn / 010321

Batch number

Hara npouzsoncrea / 03.2021

Date of manufacture

Cpoxk rogroctu / T'oger 1o 31.03.2024

Expiry date

Pasmep cepuu / 5421 ynakoBox

Batch size 5421 packages

Crpana HaszsaueHus /
Destination country

Poccusg
Russia

PeructpauoHHOE yIOCTOBEPEHHE /
Marketing authorization

JITI-002939 ot 01.04.2015 (maTta 3aMeHE!
02.04.2020)

LP-002939 of 01.04.2015 (replacement date
02.04.2020)

HopmaTHBEBIH 1OKYMEHT /
Normative document

JIIT-002939-010415 M3m. Nel, Mam. Ne2, Mzm,
Ne3, Y3m. Ned, Mam. Ne5, Mam. Ne6, HM3m. Ne7,
H3m. Ne8

LP-002939-010415 Changes Nel, Changes Ne2,
Changes Ne3, Changes Ne4, Changes Ne 6,
Changes No7,Changes No8

{TTpOM3RONCTBO TOTOBOM JIEKAPCTBEHHOM
(popme1 / Finished dosage form
manufacturing

AOQ «Padapman, Poccus
JSC Rafarma, Russia

oHOE -"‘Ew:(.{’.




Anpec / AO «Padapmar, Poccus, 399540,
Junenxas 061, TepOyncxnit paiion,
noceneuue Tepbynckuii c/c, ¢. Tepbynsl,
yi.JlopoxHas, 6A

Address: Rafarma JSC, Russia, 399540,
Lipetskaya Region, Terbuny District, Terbuny
Settlement s/s, Terbuny Village, 6A Str.

[Tepeuunas ynakonka /
Primary packaging

AQ «Padapman, Poccust
JSC Rafarma, Russia

Jwnenkas 061, TepSynexnit paiion,
nocesienne TepOynckuii ¢/c, c. TepOyun,
yi. JlopoxHas, 1.6A

Anpec / AO «Padapmar, Poccns, 399540,

Address: Rafarma JSC, Russia, 399540,
Lipetskaya Region, Terbuny District, Terbuny
Settlement s/s, Terbuny Village, 6A Str.

Bropuvsas ynakoBka /
Secondary packaging

AO «Padapmar, Pocenst
JSC Rafarma, Russia

JIunrerkast 0611., TepOyHcknuit paiion,
nocenenue TepOyuckuii ¢/c, c. TepOynnl,
yi dopoxknas, 1.6A

Anpec / AO «Padapmar, Poccus, 399540,

Address; Rafarma JSC, Russia, 399540,
Lipetskaya Region, Terbuny District, Terbuny
Settlement s/s, Terbuny Village, 6A Str.

BrinycKaromuii KOHTpoIb KayecTna /
Quality Control

AO «Pagapma», Poccust
JSC Rafarma, Russia

JIunenxas odn., TepOynckuii paiton,
nocenenune TepOyncknit c/c, . TepOymnnl,

Anpec / AO «Padapman, Poccus, 399540,

Address: Rafarma JSC. Russia, 399540,
Lipetskaya Region, Terbuny District, Terbun
Settlement s/s, Terbuny Village, 6A Str.

v Jopokuas, 1.6A
Hazpanne APC/

APl name
[Mpomssoaurens APC /
API manufacturer
Howmep cepun ADC /
API batch number

Boprezomub

Bortezomib

Cunron, Yemckas pecnyoinka
Synton, Czech Republic

20BL000012

HacrosmuMm noarsepikaato, 4To JaHHas cepus Oblja IIPOM3BEJEHa U IPOKOHTPOJIMPOBAHA B
cooTBeTcTBUM ¢ paefictByronmumu [lpaBunamu Hajurexamell nmpou3BOACTBCHHOH NPAKTHKH
Poccuiickoit ®enepannu u rpeGosanusMu PerucTpanitoHHOro J0CkE, a TAKKE B COOTBETCTBUH CO
crien(GUKausIMi 3aperHCTPHPOBAHHOTO TPOIYKTA.

JOKyMEHTE! 1O OPOU3BOJACTBY (IPUMEHMMbBIM CTaJUAM) U KOHTPOJIO Ka4yecTBa MPOBEPEHBI H
0I0OpEHEL.

JT1oGbie OTKJIOHEHHs Pacc/ieI0Balbl B COOTBETCTBHHE C BHYTPEHHUMH IIPOLELYPaMH ¥ 0100peHb!
VI0IHOMOYEHHBIM JIUIIOM /

I hereby confirm that this batch was produced and controlled in accordance with the current
Rules of Good Manufacturing Practice of the Russian Federation and me requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product.
Documents for production (applicable stages) and quality control are verified and approved.
Any deviations are investigated in accordance with internal procedures and approved by the

Qualitied Person. >
7/

boapmaxosa E.A. / Bolshakova E.A.
ITpukaz M3 Nel084 o1 24.12.2019
(Ynonnomouenroe auuo/ Qualified Person)
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Hassanne komnasnw/ Company name
AO “Padapma» / ISC Rafarma
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