SANDOZ 5 )\ovarts

Bemyuuen:

D6eee Dapma [ec.m.6. X . Hpr. KT
Monacuwrrpacce 11

A-4866 YHrepax a.Atrepcu
ABcTpus

Ten: +43 7665 8123-0

Dakc: +43 7665 8123-11
JIvieH31s Ha NPOU3BOACTRO!
480020

CEPTU®UKAT COOTBETCTBUS

Hponym‘ METHOTREXAT EBW(METOTPEKCAT 3BEBE) 50MG/5ML 1LIVI V1 RU
Toprosoe naumenoBanne  MeTtoTpekcar-DGeBe
Ho3upoBka 50 Mr/5 mn
®opma 103HPOBKH PactBop ns unbekimii
YnakoBka dnakox
Obbem ynakoBkH 1 ¢pnakon x 5 mi
Marepuan Ne 44070519 Tun Beinycka: Breinyck Ha PBIHOK
Cepus Cangos KT5422
Hdata npoussojcraa 18.05.2020 Jarta Bbimycka: 22.07.2020
Cpok rognoctn 30.04.2023 Boinymennoe koamyecrso: 25423 .
Alpec npou3BoAHTE S OBEBE ®apma Nec.m.6. X . Hpr. KT JInuensns Ne: 480020
Monacuirpacce 11
A-4866 YuTepax a.ATrepcu
ABCTpHs
Ctpana umnoprep: Perucha_unonnoe yaocroBepenue Ne:
Poccuiickas ®eneparms TNO15225/03
Cocrag:
IpoaykT MTX DST 10H 50MG SML ABF

Homep marepunana:
AZpec NpoH3BOIUTE IS

41003492 TlpomesxyTounstii npoaykr  Cepusi: KP4073
OBEBE ®apma N'ec.m.6. X.Hpr.KI'  JIumenszusNe: 480020
Monacuirpacce 11

A-4866 Yurepax a.ATTepcu

ABCTpHs

Cocras:

poaykr
Homep maTepunana:
Allpec npou3BoaUTE /IS

MTX DST 10MG/ML ANS

11038924  Ilpomesxyrounsiii npoaykr Cepusi: KP3831
OBEBE ®apma I'ec.m.6.X. Hpr. KI'  JInmerszusNe: 480020
Monacuwrpacce 11

A-4866 Yurepax a.Atrepcu

ABcTpus

Crp.: 1/3 *B naHHOM n0KyMeHTe NoCTaB/IeHa YNEKTPOHHAA MOAMHCH B COOTBETCTRIHM CO cranaaproM Canaos




Brinymen:

s AN Do A Novartis Doese Gapma ['ec.m.0.X Hpr KI'
Division Monzaeuurrpacce 11

A-4866 Yurepax a.ATTepeu
ABcTpus
Tea: +43 7665 §123-0
Dakc: +43 7665 8123-11
JIMUEH3Us Ha NPOM3BOACTBO:
480020

CEPTU®UKAT COOTBETCTBHUS

HpOﬂyKT METHOTREXAT EBW(METOTPEKCAT 3BEBE) 50MG/5ML 1LIVI V1 RU
Toprosoe nanmenopanue  MetoTpekcar-J6eBe

Marepuan Ne: 44070519 Cepuns Cannosz: KT5422

CocraBb:

Ipoaykr METHOTREXAT (METOTPEKCAT) PARENTERAL ORION
Marepuas Ne 11050128 _ AKTHBHas (apm.cyOcranuus  Cepusi: B557607
AZipec NpoOU3BOAUTEIs ®epmuon OU

Oyny Ilnant, Jlaakerextaantu 2
90650 Oyny
OuHISH KA

3aknoueHue:

HacroAwmm noarsepxaaemM 10CTOBEPHOCTh M TOUHOCTh BbilleyKa3aHHOI nHpopmauun. Jlannas cepus npenapara
Obl/1a poM3BEIEHa, YIAKOBAHA H HCTIBITAHA HA KAYECTBO HA BRIIIEYKA3AHHOM/bIX 32B0/1e/aX B MOJHOM
cooTBeTcTBHH ¢ TpeGoBaHusMH GMP rocy1apcTBEHHBIX OPraHOB PErMCTPaLMH M CeLMUKALMAMH
PErMCTPALMOHHOTO YA0CTOBepeHHA. JlaHHble 00 M3rOTOBIEHHH, YNIAKOBKE U dHANM3AX CEPUM GbLITH MPOBEPEHBI U
MOATBEPIKAEHO X COOTBETCTBHE ycaoBuaAM GMP.

KommenTtapun k Ceprudukary:

B npouecce npon3BoACTBA NPOayKTa He GbITO 3a)HKCHPOBAHO KAKUX-THO0 OTKIOHEHHH, KOTOPbIE MOTJIH Obl
BJIMATH Ha BBIMYCK MPOIYKTA.

[TpoayKT mpoMapkupoBaH 1 ynakoBaH B cootsetcTeud ¢ HJI: TT N015225/03-250714 u3m. 1-6

Jannas napTus BeimyLeHa st Poceuiickoit Menepaunu (PD).

YITAKOBKA

[lepeHunas yrnakoska

DnakoHbl

[To | mxuam 5 Ma Bo (hrakoHbl 13 GecusetHoro crekaa (Tun 1 EBp.®.). yKynopeHuble pe3nHoBoi npoGKoii (EBp.@.), moa
ATOMHHHEBOH 0OKATKOM, C OTBEPCTHEM 1A UIJTbl B LIEHTPE, 3aKTPLITBIC 3ALIUTHON MOJMUNPONHACHOBOH KPBINIKOI.
[npuub! (npeaBapUTeNLHO 3aM0MHEHHBIE)

[To 0.75 mn, 1.0 M, 1.5 M mnn 2.0 M1 01HOPA30BBIE CTEPUILHBIE WITIPHILI M3 OSCBETHOIO CTeka (TH |

EBp.®.). ¢ NOIMCTHPONOBLIM MOPILIHEM, MUIYHKEPOM 13 GPOMBYTHIOBOr0 Kayuyka H MOTHMPOTHICHOBEIM OFPAHHUHTEEM
00paTHOro X0, a TAKKE ¢ BUHTOBOH Hacaakoii JII03p 0K W JIBOHHBIM 3AUIHTHBIM KOINAYKOM, COCTOSIIMM U3 BHEIIHErO
M1aCTHKOBOTO U BHYTPEHHEr0 OpOMOYTHIIOBOIO BUHTOBAIX KOJIMAUYKOB.

BropuuHas ynakoska

D1akoHbI

[To oaHomy nakoHy BMECTe ¢ HHCTPYKLMEH M0 TPUMEHEHHIO B KAPTOHHOI MavKe.

[Lnpuub! (npeaBapuTenbHO 3a10IHEHHBIE)

I 01HOPA30BBIH. CTCPUALHBII. NPEABAPUTENLHO 3ATIONHEHHBI WIPHLL B KOMIUIEKTE ¢ | MM 2 CTEDHIIbHBIMU MITaMK ¢
ABTOMATHYECKOH CHCTEMOH 3alUMThI MITIBI (115 NPEAYIPEKICHHA TPABMATHIALMK BCIEACTBHIE YKOIA MITION 110
HEOCTOPOAKHOCTH) Mk Ge3 TakoBoii B Gamctepe us [IBX.

| BiMeTep BMECTE © HHCTPYKUHEH 10 IPUMEHEHHIO B KAPTOHHOH Nauke.

IMpumesanne: C LeIBIO KOHTPOA NEPBOTO BEKPLITHS C ABYX CTOPOH KAPTOHHOH NAYKK 1OMYCKACTCS HATUYUE MPO3payHbIX
Hak/eex,

Crp.: 2/3 *B naHHOM IOKYMEHTe NOCTaBIeHa 3/1eKTPOHHAS NOAMHMCH B COOTBETCTRHM CO crangaprom Canaos




Beinyuuen:

SANDO A Novartis oese Papma ['ec.m.0.X.Hpr.KI'
Division Mouacuwtpacce 11

A=48066 YHTepax a. ATTepcH
ABCTpHs
Ten: +43 7665 8123-0
Daxkc: +43 7665 8123-11
ﬂHl_lCH'JHH Hd NPOM3BOACTBO!
480020

CEPTUD®UKAT COOTBETCTBUS

ITpoaykr METHOTREXAT EBW(METOTPEKCAT 3BEBE) 50MG/5ML 1LIVI V1 RU
Toprosoe HaumeHoBaHHe  MeToTpekcar-20eBe

Marepuasa Ne: 44070519 Cepus Cangos: KT5422
KommenTapnn k Ceprudukary:

MAPKHPOBKA

Ha mepBuuHOii ynakoBke (3THKeTKe) (p1akoHa no IM1 Ha pyccKoMm A3bIKe VKasaubl: TOpropoe HaMMEHOBAHHE Mpenapara, Mem1yHapoaHoe
HENATEHTORAHHOE HAMMEHOBAHHE NPENapara, JekapcTeeHHas (POPMa, KOHUEHTPALNA, Coepikanue AefiCTBYIOLIEr0 BELIECTBA B OJHOM (hlakoHe
B Mr. o0beM npenapata B Ma Bo (pnakone, «CTEPHABHO®, HOMEP CEPHH, CPOK FOAHOCTH (FOAEH 10). JIOFOTHN KOMIAHHHM-MPOH3BOANTENS
(naTMHCKNM WPHATOM), 3aBOACKOH TEXHOJIOTHYECKHI KO,

Ha nepeuunoii ynakoeke (3Tkerke) (lakoHa no SMI Ha PYCCKOM A 3bike YKa3aubl: Topropoe HaMMeHOBaHME npenapaTa, MeXIyHapOIHOe
HenaTeHTOBAHHOE HAMMEHOBAHME Npenapara, JexapeTseHHas (popMa. KOHLUEHTPALUHA. NyTh BBEJICHHA COTTACHO HHCTPYKUHH 110 MEAHLMHCKOMY
NPUMEHEHHEO, COCTaB Ha | M (HAHMEHOBAHHE AEHCTBYIOUIEr0 BEWECTRA M €10 CONEPKAHMNE, NEPEUeHb BCIOMOTaTelbHbIX BEIECTB). COEPIKAHNE
NefCTBYIONIEro BEIIECTBA B OAHOM (h1akoHe B Mr, 00beM npenapara B Mi1 BO (1aKOHE. HOMED CEPHH, JaTa NPOM3BOACTBA, CPOK FOJAHOCTH (rojeH
J10), YCIOBHA XPAHEHMA, MPEAyNpeAnTelbHble HainucH: «BHUMaTeNbHO npouuTaiiTe MHCTPYKUMIO Nepei NpUMEHEHMEM Tpenapata.».
«[IpUMEHATH TOMBKO CBEKEMPHIOTOBNEHHbI NPOIPAuHLIT PACTBOP M TOILKO OJHOKPATHO.», «CTEPHILHO», HAHMEHOBAHHE W AIPeC KOMIMaHHK-
NPON3BOAMTENA (MATHHCKUM PH(TOM), 3aBOACKOH TEXHOIOrHUECKHIT KO

Ha nepBHYHOI yNakoBke (3THKETKe) 0/HOPA30BOIO LWINPHLA HA PYCCKOM A3bIKE YKa3aHbl: TOProBoe HAaHMEHOBAHNE MpenapaTa, MeAYHapOIHOoe
HeNaTeHTOBAHHOE HAMMEHOBAHHE Mpenaparta, AekapcTBeHHas OpMa. KOHLEHTpalMA, o0heM Npenapara B M/ B IINPHLE, JaTa NPOH3BOACTBA,
HOMEp CEPHHM, CPOK TOAHOCTH (rojeH J10). «CTepunbHO», rpaaynpoBouHas wkana (ot 0 g0 5 mr ang wnpuues no 0,73ma; or 0 g0 7.5Mr ans
wnpuues no 1.0ma: ot Ono 12.5mr ans wnpuues no 1.5 ma; ot 0 10 17.5 mroana wnpuues no 2.0Mn) ¢ LeHoft aeneHua 2.5Mr. 10roTHN
KOMIMAHHU-TPOU3BOAUTENA (TATHHCKHM LIPHPTOM). 3aBOACKON TEXHONOrHYECKHIT KO

Ha BTopuuHOil ynakoeke (KapTOHHOI navke) (iakoHa Ha pyccKOM A3bike ykajanpi: Topropoe HauMEHOBAHHE Mpenapara, MEKIyHapoaHOe
HEraTeHTOBaHHOE HAHMEHOBAHKE Npenapara. NekapcTBeHHas (opma, KOHLEHTPALMA, MYTh BBEJCHHA COrIACHO HHCTPYKLHHM MO MEIHLUMHCKOMY
NPUMEHEHHIO, COCTaB Ha | MIT (HAUMEHOBAHWE ACHCTBYIOLICIO BEIICCTRA M €r0 COAEPsKAaHNE, NEPeteHb BCIOMOTaTeNbHBIX BEUIECTR), COAEpIKaHme
AefiCTBVIOWEro  BellecTBa B OJHOM (MIAKOHE B MI, YCIOBMA OTNYyCKa, NpelynpeauTtesnbHele Haanuck: «[IpUMeHATH TOAbBKO B
CNeUMATHIMPOBAHHBIX KIHHHKAX M 101 HaOM0deHHeM Bpaya.», « BHHMaTeNbHO NPOUHTAiTe NpHNAraeMylo HHCTPYKLUHIO Nepel NpUMEeHEHHEM
npenapara.», «[IpUMeHATh TOABLKO CBEKENPUTOTOBIEHHBII MPO3paUuHblil pacTBOP H TOABKO OAHOKPATHO.», «[IpenocTepekeHue: npenapaT MOKET
CHIIKATL PEAKUMIO H BHUMAHHE NPH BOKISHHHW MAWIHHLI H YNPABIEHHH MeXaHH3MaMH.», «CTepHIbHO», «XPaHHTL B HEAOCTYNIHOM 14 aeTeii
MeCTe.», YCIOBHA XpaHeHWA: «XpaHUTh B 3alIMIIEHHOM OT CBETa MecTe. mpu Temnepatype ot |5 go 25°C.», HOMep perucTpalHOHHOrO
YAOCTOBEPEHHA, HAMMEHOBAHKE W ajapec AepskaTens (Bnajenblia) perucTpalMOHHOIO YA0CTOBEPEHHS, KOTHYECTBO (PIAKOHOB B YAKOBKE, 00bEM
npenapata B MA BO (MIaKOHE, HAHMEHOBAHHE M 1pec KOMNAHHH-MPOH3BOAMTENA (TATHHCKHM WpHGTOM), HOMEP CepHH, JaTa NPOH3BOACTBA,
CPOK FOAHOCTH (FOIEH 110), WTPHX-KO, 3aBOJICKOI TEXHONOMMUECKHIT KO

JlononHuTeNbHO MOkeT ObITh HaHeceHa WH(OPMAUMA A8 MOHWTOPHHIA JBIKEHWA JIEKAPCTBEHHBIN MPENApaToB OT MNPOMIBOAMTENA 10
KOHEYHOr0 MOTpedHTeNs.

Ha BTopuuHoii ynakopke (KapTOHHOIT navke) 0/JHOPA3OBOTO IINPHLA HA PYCCKOM A3bIKe YKalaHel TOprosoe HaMMEHOBAHME Npenapara,
MEK/IYHAPOIHOE HENATEHTOBAHHOE HAHMEHOBAHKE Npenapara, 1ekapcTeeHHas (popma, KOHUEHTPALMA. YT BBEAEHUA COMACHO HHCTPYKLMH 10
MEAHMUHHCKOMY NPHMEHEHHIO! «[loakoxkuo», coctaB Ha 1 wmn (HaHMEHOEaHHE ,lﬁﬁCTB)'lOULCFO BCLIECTBA M €ro COACpPIKaHHE, TMNeEpevcHb
BCNOMOraTebHbIX BEILIECTB), COJeprKaHHe AeNCTBYIOLEro BEILECTBA B OJHOM LUNPHLE, KOJHYECTBO INMPHUEE B YNAKOBKE, HAIHYHE
ABTOMATHYECKOH 3alUMTHLI WIIbI, YCNOBHA OTNYCKA, NpeaynpeadTe/IbHbIC HAAMHCH! «BHuMAaTENLHO npotmmﬂ‘re NpUIaraeMytd HHCTPYKUHIO
nepes npUMeHeHHeM mpenapata.», «[IpegocTepeskeHHe: npernapar MOMKeT CHHKATh Peakuuio W BHUMAHHE MpH BOMCIEHHWH MAlMHBL H
ynpaBneHun MexaHu3MaMu.», «CTepHILHOY, «XPaHUTL B HEJOCTYMHOM A8 AeTel MecTe.». YCIOBUA XpaHeHUs: «XpaHWTb B 3aLUHILEHHOM OT
cBeTa MecTe, MpH Temneparype ot 15 a0 25°C.», HOMep PErHCTPALLHOHHOIO YAOCTOBEPEHHA, HAHMEHOBAHHE M ajpec JeprkaTens (Biaje/blia)
PEruCTPALMOHHOTO YAOCTOBEPEHHS, HAUMEHOBAHWE M alpec KOMMaHUW-NPOH3BOAMTENA. JOTOTHIT KOMMAHHHU-NPOH3BOAUTENR (N1ATHHCKHM
WpHGTOM), HOMEp CepHH, AaTa MPOM3BOACTRA, CPOK FOAHOCTH (TOAEH 10), WTPHX-KOL, 3aBOACKOH TEXHONOTHUECKHIT KO,

JononuuTensHo MokeT GbITh HaHeceHa MHPOPMAUHMA LIS MOHMTOPHHIA IBIDKCHMS [I€KAPCTBEHHBIX NPENapatoB OT NPOH3BOAMTENS 10
KOHEUYHOro noTpeduTens.

XPAHEHHE

Xpauutb 0T 15 10 25°C B 3aLUMLIECHHOM OT CBETA MECTe

Beinyck cepun / CepTHpHKaT co31aH/ 1aTa [Tutep Muxaena aBTop J10KyMeHTa

cepTuduKata/BpeMs 23.07.2020 / 13:46:55
Boinyck cepuu / lara ceprudpukara / Cnonex IN'uanec AnbgoHce, ynoJHOMOYEHHOE JTHLIO
Hara onoOpenus nokymeHra / Bpems 24.07.2020 / 11:07:59

Crp.: 373 *B naHHOM JOoKyMeHTe MocTaBlieHa d1eKTPOHHAs MOANNUCH B COOTBETCTBHH CO cTaHaapToM CaHmo3




HOBAPTUC
CEPTUOUKAT AHAJIM3A

DBEBE ®apma ee M.0.X Hr.KI'. Monzacuuirpacce 11.A-4866. Yurepax

Haumenoranue: Methotrexat EBW (Metotpexcar-26ese ) 50mr/5mn 1LIVI V1 RU
Marepuan 44070519 Cepus KT5422
KoutponsHuas naprus 408182119 Cpox rogHocTn 30.04.2023
[Tnan koHTpOINIS AT066022 Jlata mpou3BojicTBa: 18.05.2020
KonuuectBo 25423 yn
[Tponspoaurens OBEBE ®apma I'ec M6X Hdpr. KI'
Azpec TecTHpOBaHHA OBEBE ®apwma I'ec M6X Hepr. KI'
[locTtaBuuk API OEPMUOH OU, dunnsinms
[Noka3zatenu TpebGosanus PesynbTathl

Onucanne: ITpo3paunslii pacTBop #keaToro usera | CooTRETCTBYET
MexaHHUYecKHe BKJIOYEHNN!
-BHIHMbIE YACTHUDI bes MexaHHUeCcKHX BRIIOYEHHH CooTBeTCTBYET
-HeBHAMMbIE 4aCTHLbI =10 mkm: He Gonee uem 6000/ aakon | 3/dnak.

=25 MEM: He Honee yeMm 600/¢akon 0/dnak.
H3Baekaemblii 00bem: He menee 5,0 mn 5.2 Mn
pH: 7,0-9,0 i)
IL10THOCTD: 1,005-1,010 r/ cm? 1,008 r/ cm?
[MoannHHoOCTL MeToTpekcaTa (TCX, CootetcTBYeT TpeboBaHUAM CootBetcTByer

BKX):

Cojaep:kaHHe MeTOTpeKcaTa:

9,00-10,50 mr/mn (90,0%-105,0%)

10,1 mr/mn (100,6 %)

[TocToponune npumecu:

-AMHHOGEH30MIMTYTAMHHOBAS KHCJ10Ta He 6onee 0,5 % <0,1%
-MeTtonTepuH He 6onee 5.0 % 0,1%
-AMHHONTEPHH He Gonee 0,5 % <0,1%
-Uuausunyanenas Henaentudmunpyeman | He Gonee 0.5 % <0,1%
npHuMech

-Cymma nenaentuduunpyemoix npumeceii | He Sonee 1,0 % <0,1%
-Cymma Beex npumMeceii He donee 6,0 % 0,1%
CTepuibHOCTD Crepuibho CrepuibHO
bakTepHa/bHble JHAOTOKCHHBI He donee 1,0 ED/mn < 0,4 ED/mn

Bce pesy/ibTaThl COOTBETCTBYIOT CleLU(HKALIMM
JlekapcTBeHHas popma ykasaHHasi B COA J10/KHa HHTEPTPETHPORATLCS Kak: «PacTBOP 1A HHBEKLIMIY.

JlokymeHT co3naH:

HokymeHT pacemotped KK:

[Murep Muxaena, aBTop JOKyMeHTa
Hara: 23.07.2020 Bpems: 12:33:17

Xexken KapMmeH, 10KkyMeHT paccMOTpeH
Hara: 24.07.2020 Bpems: 10:49:11

31Ot JOKYMEHT ObL NoANKMCaH B 3JICKTPOHHOM BHUIE

OBEBEgapma I'ec.m.6.X Hr.KI' Monaceawrpacee 11,A-4866 YuTepax, ABCTpus
Tng: +43/7665/81230: office.cbewe@sandoz.com , www.sandoz.com Azxpec: Yurepax. Jlannec- anc Xaugencrepuxr Banse,
Pernctpaunonnstii Homep FN 216233s, JIBP: 0088731, peructpaunonHbiii Homep rarensitika HAC: ATU52861808

PexBrsutsl 6anka (Gatikos): BHIT [Mapu6ac ®opruc Fank CA/HB. Huzaepnaccyur Ocreppux. Homep cuera:01307500073,
BUK: 18100, MBAH: AT671810000130750075, BIC/SWIFT: GEBAATWW.
Joan.CIUA: BHIT IapuGac ®opruc bank CA/HB, Hunepaaccyur Ocreppnx. Homep cuera: 10130750101, BUK: 18100,
MBAH: AT791810010130750101, BIC/SWIFT: GEBAATWW.




