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1.Bxon B cuctemy

OTKkponTe UHTepHeT Bpaysep

Habepute testndb.med.kg

Beeaute Mma nonb3osatens u Maponb, koTopbi 6bin BeicnaH Bam. (Ecriu Hemy
ydemmHou 3anucu obpamumecb 8 Omodesn1 mexHu4deckol rnoddepxku JS1C u MU npu M3

KP)
Beeante 3alWmnTHbIN KOA, KOTOPbLIA yKa3aH Ha aKpaHe.

@& testndb.med.kg/account/login

™M Gmail Q— Translate Q 364 NCuMU 0 TECT_3B[ JICUMUA  oe JleHTa ans ueHHu... ¢ ) Pu660H Resin 30*... @ Profile Setup 1st s... @ Dashboard | Peerl... € Find

MWHUCTEPCTBO 3IPABOOXPAHEHUS KbIPIbISCKOW PECMYB/INKU

AEMAPTAMEHT NIEKAPCTBEHHbIX CPEACTB U MEAULIMHCKUX U3OENUA
ANEKTPOHHAS BA3A JAHHbIX JIC u MU KbIPTbI3CKOM PECMYB/IUKU

Kbiprbiaua @ Pycckuin English

Mms nonbsosatens

Heo6xoauMo BBECTU UMs Nonb3oBaTens

Maponb

830604
1 3a6bin CBOIA Naponb

EE |




2.[Nlogava 3asaBku Ha peructpauymto J1IC

2.1 Peructpauma JiIC

BbiGpaTb pasaen Peructpauusa Haxatb Ha nogpasgen Peructpaums J1C

m Mpocnexwusanue JIC »
= rrra— i coverre | oo oy

2 Peructpauus JIC

Peructpauus MU

Cnmcok 3asBok 14.11.2023 a

Perucrpaum 3asaBKU

- "Medea Pharm"

i
I
‘ ‘ I

PekomMeHaoBaHHble [03bl

2.2 3asBka

Bo Bknaake 3asiBKa He06x04MMO 3aMnoNHUTL CreayoLyo MHopMaLumio:

Tun J1C

Toprosoe HanmeHoBaHue (En) (Ru) (Kg)

Cpok rogHocTu (B MecsiLax)

CpoK rogHOCTM nocrie BCKPbITUS (OHW)

Ycnosusi xpaHeHus (npu ebibope ‘[pyaue ycriogus xpaHeHuUs” Heobxodumo OornonHUMmMe
uHgopmayuro 6 rone “[lpyaue ycrnosus xpaHeHus”)

YcnoBusi TpaHCNOPTUPOBKN (ripu 8bibope ‘Lpyaue ycrnosus mpaHcrnopmuposku”
Heobxodumo dorionnHUMb UH¢bopmMauuro 8 rnose “Lpyaue ycrosuss mpaHcriopmuposku”)
uankaums

Kog ATX

OcHoBHoOe thapmakonormyeckoe aencTene

MpoucxoxaeHue BellecTsa

OnucaHue NponcxoxaeHus BelecTsa



- PekomeHOoBaHHbIe A03bl ANA B3POCNbIX U AeTen
- YcnoBuga otnycka

2.2 lNpounssogutenm

Bo Bknagke Mpoussogutenun HeobxoaMMo 3anofHUTbL MHCPOPMALMIO MO NPOU3BOAUTENSM U O
OpYyrux yupexgeHusax, Kotopble CBs3aHHble ¢ nponssoacTeom J1C.

- Haxatb Ha kHonky New ans aktnBaumm cnmcka Bblbopa npomssoguTenem

- 3 BcnnbliBatoLlero cnucka nog pasgenom Komnanus Bbibpatb KOMMAHUIO

- B none Tun komnaHuu BbIGpaTb TUN KOMNAHUN

- 3anonHuTb agpec B none Agpec

- BbibpaTtb cTpaHy B none CtpaHa

- HaxaTtb kHonKy [1Jo6aBuTb

- Ecnu owmbnucb MOXHO yoanuTb ¢ NOMOLLLIO KHOMKK Delete

B cnyyae, ecnu n3 cnvcka nponssoguTernen He BbIXOAUT Ball NPOU3BOANTENb HEOBXoANMO
3anonHuTb hopmy Mo cebinke: hitps://forms.gle/ZMdMD5x66rpQ4eTt7

= 9B/ JICuMU - SNTEKTPOHHASA BA3A JAHHbIX JIC n MU v1.2.5

===
| Nponse

Komnahus: * - Tun komnauum: * -

i P

Appec komnaHum: * CrpaHa: * v

=

Komnanusa Appec KoMnaHum CrpaHa Tun KOMNaHuu

«Essay’s Biotech» (OcOO «3cceiic BrioTek») bBaiituk baatbipa 25 Azerbaijan MpoussoauTtens

2.3 PY B gpyrux ctpaHax

Bo Bknagke PY B apyrux ctpaHax 3anofiHUTb MHGOPMaLMIO O PErMCTPaLMOHHbIX
YOOCTOBEPEHUN B APYrMX CTpaHax (ecriv uMeroTcs)

- HaxaTb Ha 3Hak + B npaBoMm yrny

- Beectu nopsagkoBbii Homep B cTonbue Ne

- BbibpaTtb cTpaHy B ctonbue CtpaHa

- Beectu Homep PY B cTtonbue Homep PY

- Beectu gaty Beigaun PY B ctonbue [JaTta Havana

- Beectu cpok genicteus PY B rogax B ctonbue Cpok aencreus

- HaxaTtb Ha CoxpaHuTb.

- [pn He0BXOQMMOCTM MOXHO peaakTMpPoBaTh UK YAanuTb 3anuchb.


https://forms.gle/ZMdMD5x66rpQ4eTt7

Ne CrpaHa Homep PY [Narta Havana Cpok geicTeua

1 Asctpanus 889934-IT 01.11.2023 5 Pepaxtuposarb Yaanuts

2.4 [lencTtByroLMe BellecTBa

Bo Bknagke [leMcTBylowme BewwecTBa HeobxogMmo BBECTM MHAOPMALMIO MO NIEKapCTBEHHOM

dopme 1 go3npoBke cnegyowmm o6pasom:
- Haxartb Ha kHonky Co3gatb
- BbibpaTtb nekapctBeHHyto hopmy 13 cnucka JlekapcteeHHas opma
- Kog NFC

BaxHo! [1na nobaeneHns [encTtayoLlero Bewlectsa HEO6X0ANMO CHavana HaxxaTb Ha KHOMKY

Cc0o30aTb U NOTOM 3anofiHATb NMoNA U NOoCle 3anoJIHEHUA HaXaTb Ha KHOMKY ,D,O6aBI/ITb.

B cnyyae, ecnu u3 cnvcka He BbIXOAMT OeNCTBYOLLee/BCnoOMOoraTernibHOe BELLEeCTBO
Heobxoaumo 3anonHuTb oopmy no cebinke: https://forms.gle/6WpQvGDpCZYNKPxr5

=

MHH MNepBuyHan posa BropuuHas posa EavHMua 103upoBKK MNpoussoautens Anpec npoussoauTens

loa BbINyC

- na pobaeneHus BcnomoratenbHOro BelllecTBa HEOOX0AMMO CHavana HaxaTb Ha

KHOMKY co34aTtb 1 NOTOM 3anofiHATb Mo
- ,D,J'IFI ﬂ,06aBJ'IeHI/IFI I/IHd)OpMaLI,VII/I no obonoyke HeO6XOD,VIMO HaXaTb Ha 3HaK +

a3p030/1b AN UHraIAUMIA AO3MPOBaHHbIA MECTHOrO AeNCTBNA v

CocTas 0605104KHN



https://forms.gle/6WpQvGDpCZYNKPxr5

2.5 YnakoBka

Bo Bknagke YnakoBka Heo6XxoaMMO 3anonHUTb CrieayoLLyo MHOopMaLUmio:

- WTpux-kog

- TlonHoe ToproBoe HauMeHoBaHue

- KonuyecTtBo B ynakoBke

- [llepBnyHas ynakoBka

- BtopwuyHas ynakoBka

- YkasaTb nmeetca nu bnucrtep

- Baectu konnyecTBo B 6nnctepe
BaxHo! Nepen Tem Kak Ha4yaTb BBOAUTH BbllLEyKa3aHHYI0 MHOPMALMIO HEOOXOAMMO HaxaTb
Ha kHonky Co3pgaTb

= 9b/[ JICuMMU - ANEKTPOHHASA BA3A IAHHbIX JIC n MU v1.2.5 ? . (V)

& 14.11.2023 PervcTpauus 3asBku

Ka * MuHas *

EcTb 1 6nucTep B ynakoske?: 0

e

MonHoe Toprosoe
LWTpux-koa, 5 BYI Mepi ynakoBka BTopuuHas ynakoBka CopepxuT 6nuctep KonuuecTteo 601
HauMeHoBaHue

Mocne 3anonHeHnsa nHgopmauum Bo BkNagkax 3asaska, Npounssoautenu, PY B opyrux ctpaHax,
Jencrteytowme BeLLeCcTBa , YNakoBKa HEOOX0OUMO HaxaTb Ha KHOMKy COXpaHuTb.

lMocne HaxaTunsi KHOMKK COXpaHI/ITb (bOpMVIpyeTCFI HOMeEpP 3adBKM, KOTOprI7I HeO6XOLI,I/IM and
OTCNEXMBaHNA Ballen 3as8BKMU.

2.6 lNogayva anekTpoHHOro gocke Yepes npunoxenme e-CTD

Mocne Toro, Kak Bbl COXpaHUTE 3asiBKY BamM HEOOX04MMO OTNpaBuTh 3asBKy Ha atan e-CTD, roe
Bbl OyaeTe 3arpyxaTb 3NIEKTPOHHOE fgocbke. [nsd 3Toro HeoOXxoAMMO HaxaTb Ha KHomky e-CTD.
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i &

CoxpaHuTb BepHyTbes K Civcky

1006

Tun JIC *
OpyriHanbHbIi GUONOrMYECKUIA NeKApPCTBEHHBIN Npe... €9

\Ta 3anBNeHHs *
23.08.2023

Komnanus sassuTens *
"Medea Pharm"

ATOR 800 YnonHomo Hoe nuuo *
TOproBoe HauMeHoBaHM * BOE HaUM
ATOR RU ATOR KG
CpoK rogHocTY (8 Mecsiuax) * CPOK FOAHOCTY MloCNe BCKPBITUS (aHK) *
24 14
CROBMS XpaHeHWs: *
Huxe +8 rpag. Lienscusi (npu oxnaxpeHum, Ho 6e3 s... €  ~ [pyrve ycnosus xpaHeHus

1St TPRHCNIOPTUPOBKY
Huxe +8 rpap. Lienscus (npu oxnaxaeHum, Ho 6e3 3... €39 v [pyrvie ycnoBus TpaHCNOPTUPOBKY

PerucTpauus 3assku

OnekTpoHHOe fgocbe 3arpyxaetcsa B AJ/1IC n MU npn M3 KP yepes cneumanbHoOe NpunoxeHne

e-CTD.

BaxHo, ana Ttoro,4tobbl e-CTD nponycTun Balle 3nekTpoHHOe Aocbe HeobxoamMmo

npuaepXxmeaTbes doopmaTta HUXe.

2.7 ®opmart e-CTD pokymeHToB ans JIC (anekTpoHHOro 4ocke)

no EA3SC

MOJAVJIb 1. PART 1

KO AJIMUHUCTPATUBHASA UHOOPMAILIUA Administrative information
No HaumeHoBaHMe JOKYMEHTOB Documentation name
1.0 ConpoBonuTenbHoe nuchMo (kak B OT/I) Cover letter
1.1 ConeprxaHue Table of content
1.2 O01as AOKyMeHTausl General documentation
1.2.1 3asiB/ICHUE HA PETUCTPAIHMIO JICKAPCTBEHHOTO Application for drug registration

npernapara
1.2.2 JIOKyMEHTBI, OATBEPKAAIOIINE OILIATY IKCIIEPTHBIX Documents confirming the payment of expert

pabot u (wim) oruiaty coOopa 3a perucTPaIHio
(TONLIHHY) B CITydae W MOPSIIKE, YCTAHOBIICHHBIX B
COOTBETCTBUU C 3aKOHOJATEILCTBOM I'OCYIapCcTBa —
yieHa EBpa3uiickoro 3KoHOMU4YEeCKOrO COr03a,
OCYIIECTBIISIFOIIETO PETHCTPAIHIO ™

work and (or) payment of the registration fee
(duty) in the case and procedure established in
accordance with the legislation of the state -
member of the Eurasian Economic Union that
registers *

1.23 Komust ceptudukara Ha 1eKapcTBEHHBIH Mperiapar
(3aBepeHHast B yCTAaHOBJIEHHOM IIOPSKE) COITIACHO
(dopmary, pekomergoBaHHOMY BO3, BEITaHHOTO
YHOJITHOMOUYCHHBIM OPTaHOM CTPaHBI-ITPOU3BOIUTEIS.
IIpu oTcyTcTBHHM Takoro cepTHdUKaTa MpeacTaBIseTCs
JOKYMEHT, TOATBEPKAAIOIINHA PETUCTPALUIO B
CTpaHe-MPOn3BoANTENE U (WIIN) B CTpaHe-AepIKaTene
PETHUCTPAIIIOHHOTO YJOCTOBEPEHHUS Ha JI€KapCTBEHHBIN
npemnapar (3aBepeHHBIN B YCTAaHOBIEHHOM ITOPSIKE)
(Ipu HATUYMH)

A copy of the Certificate of Pharmaceutical
Product  complying  with the  WHO
recommendations (properly certified) and issued
by the competent authority of the manufacturer’s
own country. In the absence of such a certificate,
the document (properly certified) that confirms a
marketing authorization of a medicinal product
in the manufacturer’s own country and/or in the
marketing authorization holder’s own country
(where appropriate)




1.2.4

IlepeBoj Ha pyccKuii 3bIK U 3aBepEHHAs B
YCTaHOBJIEHHOM HOPSAKE KOMUS SKCIIEPTHOTO OTYETA,
BBIIAaHHOTO YIIOJTHOMOYEHHEIM OPTaHOM IpH
PpETHCTpAIiH JCKapCTBEHHOTO TIpernapara B
CTpaHe-TIPON3BONTENIE M B CTPaHE-AepKaTese
PETHUCTPAIHOHHOTO YIOCTOBEPEHHUS

(npu HAJIUYHMN)

Translated into Russian and properly certified
copy of the competent authority’s assessment
report on a marketing authorization in the
manufacturer’s own country or marketing
authorization holder’s own country (where
available).

1.2.5 3akroueHue (PEKOMEHIAINS ) YITONIHOMOYCHHOTO A conclusion (recommendation) of the authorized
oprana (yIoJHOMOYEHHOH opranu3anuu) rocynapctsa — | body (authorized organization) of the state -
uiieHa EBpa3uiickoro 3KOHOMHUYECKOTO CO03a Mo member of the Eurasian Economic Union on the
WUTOTaM MPEABAPUTEIHHOTO HAyIHOTO basis of preliminary scientific advice on this drug
KOHCYJIETHPOBaHUS OTHOCUTEIHHO TaHHOTO in the state - member of the Eurasian Economic
JIEKapCTBEHHOTO TIpernapara B roCyIapcTBe — YiIeHe Union
EBpa3uiickoro 5kKOHOMHYECKOTO COK03a .

(where available).
(npu HAJIUYHMN)
1.2.6 Pexomennarnust DkcriepTHOrO KOMUTETa O . .
JIeKAPCTBEHHBIM CpETICTBaM 1pH Espasiiickoii The recommendation of the Expert Committee
N for Medicinal Products at the Eurasian Economic
SKOHOMUYECKOI KOMHCCHH 10 HTOT'aM o . .
MPEIBAPUTEIEHOTO HAyYHOTO KOHCYIETHPOBAHUS Commission  (hereinafter referred fo in as
P p Y Y P Commission) drawn up based on the outcome of
OTHOCHUTENBFHO JAHHOTO JICKAPCTBSHHOTO Tpenapara o C .
the preliminary scientific advice on the
(npu HAJTUYHN) L .
medicinal product (where available).
1.3 O0mas xapaKkTepuCTHKA JIEKAPCTBEHHOT0 L.
npenapar f nHCTppyKuml 1o Me[::[l/llll/lHCKOMy Summary of Product Characteristics,
i package leaflet (Patient Leaflet),
NMPUMEHEHNI0 (JINCTOK-BKJIA/bIII), MAPKUPOBKA: .
labelling
1.3.1 ITpoexTs! 001IEH XapaKTEePUCTHKH JIEKAPCTBEHHOTO .
I pena ATA. HHCT IE)LII/II/I 1113 o MGI[I/II.[I/IHCKI()) ° Draft summary of product -characteristics,
pernapara, Py Y medication guide (patient leaflet) drawn up in
MIPUMEHEHHIO (JTMCTKA-BKIIAJIBINIA), COCTABICHHBIE B S . . .
Russian in accordance with the requirements laid
COOTBETCTBHHU C TPEOOBAHUSIMU aKTOB OPTaHOB . . .
. down by the bodies of the Eurasian Economic
EBpa3zuiickoro 5KOHOMH4ECKOTO CO03a Ha PYCCKOM Union
A3BIKE '

1.3.2 MakeTsl nepBU4HON (BHYTPEHHEH) U BTOPUYHON Mock-ups of the outer (user), immediate (inner),
(MOTpeOUTENBCKOM), MPOMEKYTOUHON YIIAKOBOK, and intermediate packaging drawn up in Russian
COCTaBJICHHBIE B COOTBETCTBHHU ¢ TpeOoBanusimu akToB | in accordance with the requirements laid down
opraHoB EBpa3uiickoro 3KOHOMUYECKOro COI03a Ha by the bodies of the Eurasian Economic Union.
PYCCKOM si3bIKe. MaKeThl IPOMEXYTOYHON YIIAKOBKH,
9THUKETOK, CTHKEPOB MPENICTABISIFOTCS IPH HAJTHYUH

1.33 Pe3ynbTarsl M0oIb30BaATENBCKOIO TECTUPOBAHUS TEKCTA Consultation with Target Patient Groups on the
WHCTPYKIMA TI0 METUIIMHCKOMY IPUMEHECHHUTO wording of package leaflet (patient leaflet)
(JTMCcTKA-BKIIAABITIIA) (where available)

(Mpu HAJTUYMH)
1.3.4 3aBepeHHbIe JeprKaTelieM PETUCTPAIIHOHHOTO

YIAOCTOBEPEHHUS KOIMH O0IIEH XapaKTepUCTHKH
JIEKapCTBEHHOTO TIpernapara ¢ 1aToi OCIeaHEro
MePECMOTpPa, MHCTPYKIUU IO MEAUIIMHCKOMY
MPUMEHEHHUIO (JIMCTKA-BKIIAJIBIIIA), YTBEPKACHHbIE
YIOJTHOMOYEHHBIM OPTaHOM CTPAHBI-IIPOU3BOAUTENS U
(Wimu) cTpaHbI-AEpIKATENS PETUCTPAIIMOHHOTO
YAOCTOBEPEHUs ¥ (MIIN) JPYrod CTPaHBI ¢ XOPOIIO
peTYANPYEMBIM (PapMalleBTHYCCKUM PBIHKOM, TIC
3apeTUCTPUPOBAH JEKAPCTBEHHBIN Ipenapar (mpu
HAJHYHNH)

Copies of summary of product
characteristics and medication guide
(patient leaflet) approved by the
competent authority of the
manufacturer’s own country and/or
marketing authorization holder’s own
country and/or other country with
strong  pharmaceutical  regulation
together with the latest revision date




certified by the marketing authorization
holder (where available).

14 HNudopmanus mo peryJasiTopHOMY CTATyCy Information on regulatory status of a medicinal
JIEKAPCTBEHHOI0 Npenapara B Apyrux crpasax (mpu | product in other countries, where appropriate
HAJTHYHNH)

1.4.1 IlepeueHns cTpaH, B KOTOPBIX JIEKAPCTBEHHBIN Npenapar

The list of countries where the
medicinal product has been applied for
granting a marketing authorization,
authorized for marketing, where
granting of a marketing authorization
has been refused or suspended together
with the number and the date of
marketing authorization, the period of
its validity or the date of decision to
refuse granting of a marketing
authorization, to suspend a marketing

MOJaH Ha PETUCTPALUIO, 3aPETUCTPUPOBAH, MOTYyYUII
OTKa3 B PETHCTPAINU WM €T0 OOpalieHNe Ha PBIHKE
9THUX CTPaH ObLIO MPHOCTAHOBIIEHO, C YKa3aHUEM
HauMEHOBAHHUs JIEKapCTBEHHOTO IIpernapara HoMepa u
JlaThl PErUCTPALMOHHOIO YIOCTOBEPEHMSI, CPOKA €r0
JIWCTBHS WJIM JaThl IPUHATHS peleHunit 00 oTkase B
pEerucTpaIyy, IPUOCTAHOBICHUN ACHCTBUS
PpEerucTpaliOHHOIO

YAOCTOBEpEHHUS, IpecTaBiIsieMasl HpOopManus JOJKHA
OBITB 3aBEepeHa JIep)KaTelIeM PErHCTPALIOHHOTO

YAOCTOBEPEHHA authorization; the information provided
shall be certified by the marketing
authorization holder.

1.5 JIOKYMEHTBI 10 KAYeCTBY: Quality documents:
1.5.1 Ceprudukar coorBeTcTBHs cTarbe Dapmakoren

Transmissible Spongiform
Encephalopathy Certificate of
Suitability to the monograph of the
Pharmacopoeia of the Eurasian
Economic  Union or  European
Pharmacopoeia or a document issued
by the competent authority for animal
health of the country of origin where
substances of animal origin are used,
where appropriate.

EBpa3uiickoro 3KOHOMHU4ECKOT0 COI03a MU
EBponeiickoii ¢papmakoneun no ryouaroii
3HuedaJIoNaTHH WIH JOKYMEHT, BbIIaHHBIIH
YHOJHOMOYEHHBIMH OPraHaMH BeTEPHHAPHOIO
HA/130pPa CTPaHbI IPOMCXOKACHHUS ChIPbA B CiIy4Yae
HCNO/Ib30BaHNuA apManeBTHYECKHUX CyOcTaHIMIA
KHBOTHOT'0 IIPOUCXOKACHUS

(ec14 MPUMEHUMO)

1.5.2 [Mucemo meprkarers MacTep-(aiina akTHBHOM The letter of the active substance master
(hapMarieBTHIECKON CyOCTaHIINH C 003aTEIECTBOM file holder committing to inform the
€000IIIaTh 0 BCEX N3MEHECHHUSAX TIPOU3BOIUTEIIO manufacturer of the finished product
JICKQPCTBEHHOTO Mpernapara U YIoJIHOMOUYCHHOMY and competent authority of the Eurasian
opraHy rocyaapcrea-uiena EBpasuiickoro Economic Union Member State on any
HKOHOMUYECKOI'0 COI03a, MPEXK/E YeM KaKHue-T100 modification before any significant
CYIIECTBEHHbIE U3MEHEHHs OylyT BHECCHEI B amendments are made to the active
Macrep-Qaiin papmarieBTHIecKoi cyOcTaHIN substance master file (a certified copy
(HOTapuAaJbHO 3aBepPeHHAasl KOMUS MHUCbMA C of the letter signed of the qualified
NMOAINHKCHIO YIIOJTHOMOYCHHOI0 JIULA 10 KAYeCTBY € person certifying the quality of
nepeBoIoM) translation)

153 [TuceMo, MonTBEPKIAIOIIEE COTITACHE ICPKATEIIS The active substance master file
MacTtep-(aiina papMaieBTHIECKON CyOCTaHIINA Ha holder’s permission to the competent
MIPEJCTaBICHNE TOKYMEHTOB 3aKPBITON YacTH authority to assess the data in the active
MacTtep-(aiina Ha papmareBTHIECKyIO CyOcTaHImIo 1o | substance master file upon request of
3arpocCy yIMOJHOMOYEHHOTO OpraHa rocyapcrea — the competent authority of the Eurasian
uiieHa EBpa3niickoro 5kOHOMHYECKOTO CO03a Economic Union Member State (the

Letter of Access)

10




1.5.4 Komnus ceprudukara coorBeTcTBus (hapmMalieBTUYECKOM . o
P uq) PV Copy of a Certificate of Suitability to
cybOcranin TpeboBanusaM EBpomnetickoii apmakonen
the monograph of the FEuropean
(mpu HATHYHN) . .
Pharmacopoeia (where available).

1.5.5 Komus ceprudurkara Ha Mactep-dhaiii miasmel, Copy of a Plasma Master File
BBIJIAHHOTO yIOJTHOMOYEHHBIM OPraHOM Certificate issued by the competent
CTPaHbI-IIPOU3BOJUTEILS authority of the manufacturer’s own
(MTpu HATHYHN) country (where available).

1.5.6 Komust ceprudukara Ha Mactep-daiiin BaKIIMHHOTO Copy of a Vaccine Antigen Master File
AQHTUTEHA, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPraHOM issued by the competent authority of the
CTPaHbI-IPOU3BOIUTENS manufacturer’s own country (where
(pu HATTHYMH) available).

1.6 OKYMEHTbBI 110 IPOU3BOICTBY: .

Hoky P Y Manufacturing process documents

1.6.1 3aBepeHHAs] B YCTAaHOBICHHOM ITOPSIIKE KOTIHS . .
/:[ep"lclzs }omer(})] JOKYMEHTa Hoxmfe H)K;[alomero Properly ~certified copy of a valid

Y Y ? P . document issued by the competent
COOTBETCTBHE IIPOU3BOAUTEINS (IIPOU3BOICTBEHHOI . . .
IIOIIA/IKH) 3BIIEMOr0 HA PErHCTPALIHIO authority of the FEurasian Economic

Union Member State, certifying
JIEKaPCTBEHHOTO Ipenapara, TpedoBanusiM [IpaBui .
HaJyIeXalleil Mpou3BOJICTBEHHON NPAKTHKU compliance ~of the manufacturer

. p P (manufacturing site) of a medicinal
EBpa3zuiickoro 5KOHOMU4ECKOTO COI03a, YTBEPKIAEMBIX . .

N . . product applied for granting a
EBpasuiickoii 95KOHOMHYECKOH KOMUCCHEH, BBIIAHHOTO . L .

TIOJIHOMOYEHHBIM OPTaHOM rOCYIapCTBa — YIeHa marketing  authorization  with the
Y . P yAap Requirements of the  Eurasian
EBpa3zuiickoro 5KOHOMHYECKOTO COI03a 3aBEpPEHHbIE B . . .
CTaHOBJICHHOM TIOPSIKE KOUH ACHCTBYFOLINX Economic Union Good Manufacturing
Y p Y Practice subject to approval by the
JOKYMEHTOB, IOATBEPKIAIOIINX COOTBETCTBHE . . o
o Eurasian Economic Commission.

MIPOU3BOIUTEIIS TPEOOBAHUAM HaIJICKAIICH

IIPOU3BOJCTBEHHON IIPAKTUKH, BEIIAHHBIE Properly certified copies of
YTIOJTHOMOYEHHBIMH OpTaHaMH CTPaHbI (CTpaH), B valid documents issued by the
KOTOPOH pacIojioKeHa IPOU3BOACTBEHHAS IIOMIAAKa competent authorities of the country
(TIpoM3BOCTBEHHBIE TUIOIMAAKH HA Pa3HbIE 3TAIBI or countries where manufacturing site
MPOMU3BOACTBA), U (WJIN) UHBIM YTIOJTHOMOYEHHBIM or manufacturing sites of different
OpraHOM, U TIPY HAJTMYUU MPEICTABUTh aIpecC caiTa manufacturing steps is/are located
peecTpa BbIIaHHBIX and/or other competent authority or
YIIOJTHOMOYEHHBIM OPraHOM CepTH(UKATOB web-site of the Register of GMP
COOTBETCTBHS TPEOOBAHUSIM HaIS)KAIICH certificates issued by the competent
MIPOM3BOJICTBEHHOM NpakTHKu (Harnpumep, EudraGMP) authorities (e.g. EudraGMDP) (where
B WH(POPMAITHOHHO-TEIICKOMMYHHKAIIMOHHON CETH applicable), certifying compliance of
«uTepueT» the manufacturer with the Good
(ec1u MPUMEHHUMO) Manufacturing Practice, where

appropriate.

1.6.2 3aBepeHHBIC B YCTAaHOBICHHOM ITOPSIKE KOTIHH Properly certified copies of a valid
JEHCTBYIONIETO pa3pemeHus (JINICH3NH) Ha manufacturer’s license (together with
TIPOU3BOJICTBO (BKITIOYAS MPHIIOKEHUS K HUM), annexes) issued by the competent
BBIJIJAHHOTO YIIOTHOMOYEHHBIM OPT'aHOM CTPaHbI, B authority of the country where
KOTOPOH pacroioKeHa IMPOU3BOACTBCHHAS TUIONIAIKa manufacturing site or manufacturing
(IPOM3BO/ICTBEHHBIE TUIOLIA KN Ha Pa3HbIE ITaIlbI sites of different manufacturing steps
TIPOU3BOJICTBA) are located

1.6.3 3aBepeHHbIE B YCTAHOBJIEHHOM MOPSIKE KOITUU OTYETOB

HWHCIICKIINH HpOH?,BOZ[CTBGHHOﬁ IIomaaxu

Properly certified copy of a manufacturing site(s)
inspection report(s) on compliance with GMP
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(TIpOU3BOICTBEHHBIX TUTOMIAIOK HA PA3HBIC ATAITBI
MIPOU3BOJICTBA) Ha COOTBETCTBHE HaJIICKAIICH
MIPOU3BOJICTBEHHON TIPAKTHKE, IPOBEICHHOMN
(TIpOBEICHHBIX) YIIOITHOMOYCHHBIM OPTaHOM
CTPaHBI-TIPOU3BOAUTES FITH HHBIM YIIOTHOMOYEHHBIM
OpTraHOM B T€UCHHUE MMOCIECAHUX 3 JIET C IaTHI MTOIaul
3asBJICHUSA, C IUTAHOM M OTYETOM KOPPEKTHUPYIOIINX
mepomnpustuii (CAPA) nocie nHcneknuu

(Ipu HAJTUYMH)

carried out by the competent authority of a
manufacturer’s own country or other competent
authority within previous 3 years together with a
report on corrective actions and preventative
actions (CAPA) taken following the inspection
(where available) (where available)

1.6.4 3aBepeHHas B YCTAHOBJICHHOM MOPSIIKE KOTIHS Properly certified copy of an agreement between
KOHTpaKTa (JOroBopa) Mex 1y AepiKarelieM a medicinal product marketing authorization
PErUCTPaMOHHOTO YaocTOBepeHus u npousBoauteneM | holder and a medicinal product manufacturer on
T10 BOIIPOCAM COONIONEHHUS GMP compliance issues where the medicinal
TpeOOBaHUi Ha/UIeXKaIlell PON3BOACTBEHHON product marketing authorization holder is not
MIPAKTUKHU, €CITU JI€PHKATENb PETUCTPALUOHHOTO involved in manufacturing of the medicinal
YIAOCTOBEPEHHUS HE yUaCTBYET B IPOU3BOJICTBE product (where available)

JIEKapCTBEHHOTO Tpenapara
(Tpu HAJTHYHNH)

1.6.5 3aBepeHHAs B YCTAHOBIIEHHOM ITOPSIIKE KOTIHS Properly certified copy of an agreement between
KOHTpPAaKTa (I0TOBOpa) MEXTy KOHTPAKTHOM a contract manufacturing site and a manufacturer
MIPOU3BOJCTBEHHON IUIOMIAIKON U TIPOU3BOIUTEIIEM I10 on GMP compliance issues where the whole
BOIIpOCaM COOJTIONEHIs TPeOOBaHUI HaIIeKaIIeH manufacturing process or any step of the
NPOU3BOJICTBEHHOM IPAKTUKH, B CIy4asiX, KOTJa BECh manufacturing process is carried out on contract
NPOLIECC WII OJTUH U3 STAIOB MPOU3BOJCTBA manufacturing site (where applicable)
JIEKapCTBEHHOTO ITpernapara OCyIIecTBISIETCS Ha
KOHTPAKTHOW IPOU3BOACTBEHHOH IIIOIIA/IKE
(ecJIH IPHMEHNMO)

1.6.6 CaenieHHs O JIIOOBIX PETYISTOPHBIX MEPAX, TPUHSATHIX Information on any regulatory action taken by
YIOJIHOMOYEHHBIM OPIaHOM, OCYIIECTBISBIIEM the competent authority within previous 3 years
WHCTICKTUPOBAHHE B TCUCHHUE MTOCICIHNX 3 JIET IO beginning with the application date, based on the
pe3yibTaTaM HHCIIEKINH (C JaThl mofavn 3asBiIeHusA) B | outcome of a manufacturing site inspection
OTHOIIICHNH 3asBIICHHON IPOU3BOICTBEHHON Tutomanky | (where available)

(Tpy HAJTHYHH)

1.6.7 [IrcpMO YITOTHOMOYEHHOTO JIUIA TT0 KaYeCTBY O A qualified person letter certifying compliance
COOTBETCTBHH yCIIOBHH TIPOU3BOACTBA 3asiBlieHHOro Ha | of the manufacturing of a medicinal product
PETHUCTPAIIHIO JISKAPCTBEHHOTO TIperapara applied for marketing authorization with the
tTpeboBanusm [IpaBun Haanexamield npousBoacTBeHHoi | Requirements of the Rules of the Good
NpakTHKU EBpa3nuiickoro 5kOHOMHYECKOTO CO03a, Manufacturing  Practice of the Eurasian
yTBEepKIacMbIX EBpasuiickoit SKOHOMHYECKON Economic Union subject to approval by the
KOMHUCCHEHN, B TOM YUCJI€ B OTHOIIEHUH UCXOAHBIX Eurasian Economic Commission including
MaTepHasoB I KaKJON MPOU3BOACTBEHHOM starting materials at each manufacturing site
IIOIIAJKH, UCIONB3YeMOI B IpoIiecce MPOU3BOACTBA involved in the manufacturing of the finished
JIEKApCTBEHHOTO TperapaTa U aKTHBHOM product and of the active substance including
(hapMareBTHUECKON CyOCTaHINY, BKITFOYAs IUTOMAAKK, | sites where release testing or in-process testing is
Ha KOTOPBIX OCYIIECTBISIOTCS] KOHTPOJIb KadecTBa U carried out. The letter shall be signed by the
KOHTPOJIb B TIporiecce qualified person and certified by the
nponu3BoACTBA. [IMCEMO TOMIKHO OBITH TIOATIMCAHO manufacturer’s seal and accompanied by the
YIIOJTHOMOYEHHBIM JIMIIOM T10 KaUeCTBY M 3aBEPEHO translation into Russian where necessary.
neyarsio (IITaMIIOM) IIPOU3BOAUTENS IPU
HEOOXOIMMOCTH C NIEPEBOJIOM Ha PYCCKHH SI3bIK

1.6.8 CaeneHus 0 peKjIaMalysiax B OTHOILIEHUHM KauyeCTBa

JIEKapCTBEHHBIX MPENapaToB, MPOU3BEICHHBIX HA
MPOU3BOJCTBEHHOM IUIOIIAIKE 3asBISIEMOTO K
perucTpanuu JIEKapcTBEHHOT 0 Ipernapara, 3a
nocJieiHue 3 roga

Information on product quality related
complaints if those products have been
manufactured by the manufacturing site where
medicinal product applied for marketing
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(eciu MPUMEHUMO)

authorization is to be manufactured, gathered
within previous 3 years, where appropriate.

1.6.9 Cornacue Ha npoBeieHHE (hapMarieBTHICCKOH The consent to be a subject of a pharmaceutical
WHCTICKIIMA Ha COOTBETCTBHUE TpeboBaHmsM [IpaBmn inspection for compliance with the requirements
HaJJIeXKaIIel IPOU3BOACTBEHHON MPAKTHKH of the Rules of the Good Manufacturing Practice
EBpazuiickoro 3KOHOMHYIECKOTO of the Eurasian Economic Union subject to
COI03a, yTBepKaaeMbIx EBpa3uiickolt 5JKOHOMHYECKOI approval by the Eurasian Economic Commission
KOMHUCCHEN

1.6.10 3aBepeHHas 3asiBUTENIEM KOIHsI OCHOBHOTO JI0ChE . .

N N A copy of manufacturing site(s) master file
(Mactep-daiina) mpou3BOACTBEHHON TUIOIAIKH . . .
certified by the applicant (where applicable).
(IPOM3BO/ICTBEHHBIX ILJIOIIAIOK)
(ecsiM NIPUMEHNMO)

1.6.11 Cxema 3TaroB MPOM3BOJICTBA C yKa3aHHEM BCEX The description of the finished product and
MPOU3BOJICTBEHHBIX ILIOMIAIOK, 3a[CHCTBOBAHHBIX B active substance manufacturing process steps
MpoIecce MPOU3BOJICTBA JiekapcTBeHHOro mpenapara u | reflecting all manufacturing sites including
aKTHBHOH (papManieBTHYeCcKOl cyOCTaHIINH, BKIIOYast testing sites.

BBIITYCKAIOMN KOHTPOJIb KadecTBa
1.7 HNudopmanus o cnenuanncrax .
bop Information about the Experts

1.7.1 HNudopmanus (kpaTkoe pe3roMe) O CICIHANNCTE, Information (brief summary) about the Quality
[IOATOTOBHBIIIEM PE3IOME 110 Ka4eCTBY Expert

1.7.2 Wudopmanus (kpaTkoe pe3roMe) O CIIEHaINCTE, Information (brief summary) about the
ITOJTOTOBHUBIIIEM PE3OME 0 JOKITMHHYSCKUM JTaHHBIM Non-clinical Expert

1.7.3 Mudopmarins (kpaTkoe pe3roMe) O CIIELHATNCTE . . ..

(bop (kp P ) ’ Information (brief summary) about the Clinical
MOATOTOBHBIIIEM PE3IOMeE 110 KITMHUYECKHM JTaHHBIM
Expert
1.8 Crnenuduyeckue TpeOOBAHUA JJI PA3JTHUHBIX . . .
¢ TP P Specific requirements for Different
THIIOB 3asIBJICHMIi: . L.
Types of Applications
1.8.1 [IuceMo neprkarenst perucTpaloOHHOIO yAOCTOBEPEHHUS . .
Aep P pall YA p A letter of a marketing authorization holder on
0 JIOTIONTHUTEIILHOM TOPrOBOM HaHMEHOBaHUH . .
an additional brand name of a medicinal product,
JIEKapCTBEHHOT'O TIpenapara .
where applicable
(ecaiu MPUMEHUMO)

1.8.2 JIOKyMEHTBI 110 KJIMHUYECKHM HCCIICIOBAHUAM Information relating to Clinical Trials, where
(ecsiM MPUMEHNMO) applicable

1.8.3 Tabnuua ¢ nepeyHeM KIMHUYECKUX HCCIIEIOBaHUN Tabulated list of clinical trials, where applicable
(ecau MPUMEHUMO)

1.8.4 [TuceMo aepikaressi perucTpaoHHoro yaoctosepenus: | A letter of a marketing authorization holder on
0 COOTBETCTBUM KIMHUYECKUX HCCIIEOBAHUI compliance of clinical trials of a medicinal
3asBJICHHOT'O Ha PETUCTPALUIO JIEKAPCTBEHHOTO product applied for a marketing authorization
npenapara TpeOoBaHUAM with the requirements of the Rules of the Good
[IpaBun Hajuexkamiel KIMHUYECKON NPaKTUKU Clinical Practice of the Eurasian Economic
EBpa3zuiickoro 5KOHOMHYECKOTO COI03a, yTBepxkaaeMblx | Union subject to approval by the Eurasian
EBpazwuiickoii 5KOHOMHYECKOI KOMUCCHEN Economic Commission

1.9 JlokymeHTBI 3asiBUTEJIsI 00 OlleHKe NOTeHIUAIbHOM

ONMACHOCTH /ISl OKPY:KAOIIeil cpebl
(npu HATUYUM):

Applicant’s documentation for the
environmental risk assessment (where
available)
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1.9.1

ITucbMo 3asiBUTENS O TOM, UTO JIEKAPCTBEHHBIE
npenaparsl CoAepk ar FreHeTUYECKU
MOIU(PHUIUPOBAHHBIC OPTaHU3MBI WIIH TIOTYYCHBI U3
HUX (ecJM MPUMEHHMMO)

A letter of an applicant notifying that medicinal
products contain or produced from genetically
modified organisms (where applicable).

1.10 HNudopmanus 0THOCHTEILHO q)apMaKOHalIfOpa Information relating to applicant’s
3asiBUTEJIs B rocyniapcTee — wieHe EBpa3suiickoro pharmacovigilance activities in a
IKOHOMUYECKOTO COI032 Eurasian Economic Union Member

State

1.10.1 Macrep-aiin cuctemsl papMakoHaa30pa AepiKaTes Marketing  authorization  holder’s
PErUCTPALIOHHOTO YOCTOBEPEHUS B COOTBETCTBHH C pharmacovigilance system master file
HaJUIeXalei MpakTHKOW apMakoHaa30pa drawn up in accordance with the Good
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a WM KpaTKast Pharmacovigilance Practice of the
XapaKTepUCTHKa CHcTeMbl (hapMakoHan3opa aepxkarens | Eurasian Economic Union and a brief
PErUCTPAIOHHOTO YAOCTOBEPEHHUS description of a marketing authorization

holder’ pharmacovigilance system

1.10.2 [MuceMeHHOE TTOATBEPIKICHHUE TOTO, UTO JepPIKATEINhb A written confirmation by the
PETHUCTPAIIMOHHOTO YIOCTOBEPECHHUS IMEET B CBOEM marketing authorization holder that
pacopssKeHHH KBaTHU(UIIMPOBAHHOE JIUIIO, there is a qualified person responsible
OTBETCTBEHHOE 3a (hapMaKOHAI30p Ha TEPPUTOPUH for pharmacovigilance at his disposal
rocyaapcTsa — 4ieHa EBpa3uiickoro 5KOHOMHUYIECKOTO within a Eurasian Economic Union
coro3a Member State

1.10.3 IInan ympaBieHus: puckaMH Ha JIEKapCTBEHHBIN The Risk Management Plan for a
IIpenapar, 3asBJIsieMblil Ha PErHCTPAIHIO B medicinal product applied for a
COOTBETCTBHH C TpeboBaHusiMu [IpaBui Hauexale marketing authorization drawn up in
MIpakTHKH (apmakoHa30pa EBpasuiickoro accordance with the requirement of the
SKOHOMHYECKOT'0 CO103a, yTBepxkaaeMblx EBpasuiickoii | Rules of the Good Pharmacovigilance
SKOHOMHUYECKON KOMUCCHEN Practice of the Union. The Risk
(ecaId MPUMEHHUMO) Management Plan may be submitted

electronically  together  with its
summary in paper format (where
applicable)

1.10.4 JIOKyMEHTBI, 3aBepEHHBIC HAIJICIKAIIIAM 00pa3oM, Properly certified written confirmation
HOATBEPKAAIOIINE HAINYNE B3aUMOICHCTBYS, that more than one legal persons will
00eCIIeurBalOIIEro HauIe)Kalllee BhIIOJTHEHHE respect all obligations of a marketing
HECKOJIBKUMH IOPUINUECKUMU JIUIIAMU BCEX authorization holder where marketing
00sI3aHHOCTEN JIepKaTeslsl PErHCTPALIMOHHOTO authorization for a medicinal product
YAOCTOBEPEHUS was granted to different legal entities
(ec14 MPUMEHUMO) (where applicable).

1.11 Komnuu 10xyMeHTOB, NOATBEPKAAOMUX PETUCTPALUIO Copies of documents confirming the trademark
TOBapHOTO 3HaKa registration (where applicable)

(MpHU HAJTUYUH)
MOVJIb 2. Part 11
PE3IOME OBLIEIT'O COMMON TECHNICAL DOCUMENT
TEXHUYECKOI'O JOKYMEHTA SUMMARIES

2.1 Conepsxanrie MOJAVJIbD 2 Table of contents of Parts 2

2.2 Beenenue B OT/] Introduction to CTD

2.3 O06111EE PEZIOME 10 KAYECTBY Quality Overall Summary

2.4 0030p TOKITMHHYCSCKUX JTAHHBIX Nonclinical Data Review

2.5 0030p KIMHUYECKUX JAHHBIX Clinical Data Review
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2.6 PestomMe o JOKJIMHUYECKUM UCCIIEAOBAHUSIM Nonclinical Summary

2.6.1 Pestome (hapMakoIOrHUeCcKUX TaHHBIX B TEKCTOBOM Pharmacology Written Summary.
dbopmare

2.6.2 PesroMe (hapMakoJIOTHYECKHUX JAHHBIX B BHJIC TAOIHUI] Pharmacology Tabulated Summary

2.6.3 PesroMe (hapMaKOKHHETHYCCKUX JTaHHBIX B TCKCTOBOM Pharmacokinetics Written Summary
dbopmare

2.6.4 Pestome apMakOKHHETHUECKHMX JaHHBIX B Buje Tabnui | Pharmacokinetics Tabulated Summary

2.6.5 Pe3roMe TOKCHKOIOTHUECKUX JaHHBIX B TEKCTOBOM Toxicology Written Summary
dbopmare

2.6.6 Pe3roMe TOKCHKOJIOTHYSCKUX JTAHHBIX B BHJIC TAOIHUI] Toxicology Tabulated Summary

2.7 Pe3romMe KITMHUYECKUX JTaHHBIX Clinical Summary

2.7.1 Pestome 6nodapmaneBTHIECKUX UCCIEIOBaHUHN 1 Summary of Biopharmaceutic Studies and
CBSI3aHHBIX C HUMH aHAIUTHYECKUX METOJIOB Associated Analytical Methods

2.7.2 Pestome uccneaoBanuii o KIMHUYECKON Summary of Clinical Pharmacology Studies
dhapmakooruu

2.7.3 Pe3roMe 110 KIMHUYECKOH 3 (HEKTHBHOCTH Summary of Clinical Efficacy

2.7.4 Pe3ioMe o KITMHHUYEeCKOH 0€30MacHOCTH Summary of Clinical Safety

2.7.5 Komnuu ncnoab30BaHHBIX TUTEPATYPHBIX HCTOYHHKOB Copies of used literature references

2.7.6 Kpartkuii 0030p MHIMBHIYAJIbHBIX UCCICIOBAHUI Synopsis of Individual Studies

MOJAVJIb 3. Part 3.
KAYECTBO QUALITY.

3.1 Cojaepsxanue MOayst 3 Table of contents

3.2 OCHOBHBIC CBEJICHHS Basic Data

328 AxrtuBHas papmarierudeckas cyocranius (ADC), ms | Active Pharmaceutical Substance (APS) for drugs
JIEKapCTBEHHBIX MIPENapaToB, COAEPIKAIIMX HECKOIBKO containing several active (active) substances, the
AKTHBHBIX (JIEHCTBYIOLINX) BEIECTB, HH(POPMAIHs information is presented in full regarding each of
MPEJCTABISICTCS B TIOJIHOM 00bEME OTHOCHTEIBHO them **
KaXKI0ro U3 Hux**

3281 OO6mast nH(pOpPMALIKS OTHOCHUTEIHFHO UCXOIHBIX General information on raw materials and raw
MaTEPUAJIOB U CHIPhI** materials **

3.2.8.1.1 Wudbopmanus o HanmeHoBaHNH ADC** Name information of APS

3.2.8.1.2 Ctpykrypa ADC** Structure of APS**

3.2.8.1.3 Oo6wmue cBorictBa APC** General Properties of APS**

3282 IIpouecc npoussoacTBa ADC Manufacturing process of APS

3.2.5.2.1 ITpousBoguTenp™** Manufacturer

32822 Onucanye Mpou3BOICTBEHHOTO IPOLIECCa U €ro Description of Manufacturing Process and Process
KOHTPOJISI Controls.

3.2.8.23 KoHTpoJIb NCXOTHBIX MaTEPUATIOB Control of initial materials

32824 KoHTponb KpUTHYECKUX CTaUM U TPOMEXKYTOUHON Control of Critical Steps and Intermediates
MPOIYKITHH

32825 Banmnanus mpousBoacTBeHHOrO nporecca u (mian) ero | Process Validation and/or Evaluation
OIICHKA

3.28.2.6 Pa3paboTka IpOoM3BOACTBEHHOTO IIpoIiecca Manufacturing Process Development

3.2.8.3 Onucanue xapakTepucTuk ADC** Description of Characteristics of APS**

3.2.5.3.1 TloaTBepKICHHE CTPYKTYPHI U IPYTHX XapAKTEPUCTHK Elucidation of Structure and Other Characteristics

3.2.8.3.2 TIpumecu** Impurities

3254 KonTpounb kauecTtBa ADC** Quality control of APS**

3.2.54.1 Creruduranus** Specification**

3.2.54.2 AHaIUTHYECKHUE METOIUKH** Analytical Procedures

3.2.54.3 Banaugarus aHaIuTHYECKMX METOIUK Validation of Analytical Procedures

32.544 AHanu3bl cepuii (pe3yibTaThl aHAJIK3a cepuit) ** Batch Analyses (results of the batch analysis)

3.2.54.5 O00cHOBaHHE CHeIUDUKAIIH Justification of Specification

3.2.8.5 CraggapTHble 00pasibl WM MATEPUAIL] Reference Standards or Materials
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3.2.5.6 CucTeMa yIakoBKHU (YKymopku)** Container Closure System

3.2.8.7 CTabuiIbHOCTH* * Stability

3.2.8.7.1 Pestome 0 ucnibITaHKSAX CTAOMIBHOCTH M 3aKimodeHue o | Stability Summary and Conclusions
CTAOMIILHOCTH * *

32.8.7.2 IIporpamma nocTperucTpalMOHHbIX UCIIBITAHUHN Post-approval Stability Protocol and Stability
CTAOMIILHOCTH M 0053aTEIbCTBA OTHOCUTEIIBHO Commitment
crabuiapHOCTH* *

3.2.5.7.3 JlaHHbBIE HCOBITAHUN O CTa0MIBLHOCTH* * Stability Data

3.2.P JleKkapCTBEHHEIN IIpemapar Drug Product

3.2.P1 OnucaHue 1 COCTaB JIEKAPCTBEHHOTO Ipenapara Description and Composition of the Drug Product

3.2.P2 dapMalieBTHIeCcKas pa3paboTka Pharmaceutical Development

3.2.P2.1 KoMIOHEHTEI JIeKapCTBEHHOI0 Ipenapara Components of the Drug Product

3.2.P2.1.1.3 | AxTuBHas apMalieBTHUECKasi CYOCTaHIIUs Active Pharmaceutical Substances

3.2.P2.1.2 BcnomoratenbHble BelecTBa Excipients

3.2.P2.2 JlekapcTBEHHBIN ITpenapar Drug Product

3.2.P2.2.1 Paspaborka siekapcTBeHHOU hOPMBI Formulation Development

3.2.P2.2.2 IIpoM3BOACTBEHHBIE H30BITKH Manufacturing Overages

3.2.P223 DUBNKO-XUMHUECKHE W OMOJIOTHYECKHE CBONCTRA Physicochemical and Biological Properties

3.2.P2.3 PaspaboTka npon3BOACTBEHHOrO Mpolecca Manufacturing Process Development

3.2.P24 CucremMa yIakoBKH (YKYIIOPKH) Container Closure System

3.2.P2.5 MUKpPOOHOIIOTMYECKHE XaPAKTEPUCTUKH Microbiological Attributes

3.2.P2.6 COBMECTUMOCTH Compatibility

3.2.P3 TIpouecc mpou3BOACTBA JEKAPCTBEHHOIO IIpenapara Manufacture of the Drug Product

3.2.P3.1 IIpousBoaurenu Manufacturers

3.2.P2 dapMalleBTHIecKas pa3padboTka Pharmaceutical Development

3.2.P2.1 KoMIIOHEHTHI JIEKAPCTBEHHOTO Mperapara The components of the drug product

3.2.P2.1.1 AxTtrBHas dhapMalieBTHIECKast CyOCTaHIns Active Pharmaceutical Substances

3.2.P2.1.2 BcrnoMorarensHbIe BENECTBA Excipients

3.2.P2.2 JlekapcTBEHHBIN TIpenapar Drug Product

3.2.P2.2.1 PazpaboTka 1ekapCTBEHHOM (GOpMBbI Formulation Development

3.2.P2.2.2 TIpon3BoaCTBEHHBIE H30BLITKHA Manufacturing Overages

3.2.P2.2.3 DUBHKO-XUMIUECKIE U OMOITOTHYECKHE CBOMCTBA Physicochemical and Biological Properties

3.2.P2.3 Pa3paboTka MpoOM3BOACTBEHHOI'O IIpoliecca Manufacturing Process Development

3.2.P2.4 CucreMa yImakoBKH (YKYTIOPKH) Container Closure System

3.2.P2.5 MUKpPOOHOJIOTHYECKHE XapaKTEPHCTUKHI Microbiological Attributes

3.2.P2.6 COBMECTUMOCTh Compatibility

3.2.P3 TIporecc Mpon3BOACTRA JICKAPCTBEHHOTO Mperapara Manufacture of the Drug Product

3.2.P3.1 IIpousBoauTenu Manufacturers

3.2.P3.2 CocTaB Ha cepuio (MPOU3BOACTBEHHAS PEIENTYPa) Manufacturing formula

3.2.P33 Omnucanye Mpou3BOICTBEHHOTO IPOLIECCa U €ro Description of Manufacturing Process and Process
KOHTPOJIS Controls

32.P34 KoHTposb KpUTHYECKHUX CTAqUi U MPOMEXKYTOUHOMN Controls of Critical Steps and Intermediates
MPOAYKIIMH

32.P35 Banmnanust mpon3BoCTBEHHOTO TIpoliecca U (M) ero Process Validation and/or Evaluation
OIICHKA

3.2.P4 KoHTpoJIb KauecTBa BCIOMOTaTeIbHBIX BEIECTB Quality Control of Excipients

3.2.P4.1 Crienudukanuu Specifications

3.2.P42 AHanuTHYECKNEe METOUKU Analytical Procedures

3.2.P4.3 Banugaims aHaTMTHIECKUX METOIUK Validation of Analytical Procedures

3.2.P4.4 O06ocHOBaHHE crer(UKAIHIA Justification of Specifications

3.2.P4.5 BcnomorarenpHbIE BEIIECTBA YETOBEUECKOTO U Excipients of Human or Animal Origin

JKUBOTHOTI'O ITPOUCXOXKICHHUS
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3.2.P4.6 HogBble BciomorarenbHbie BELIeCTBa Novel Excipients

3.2.P5 KoHTposib kKauecTBa JEKapCTBEHHOTO Mpernapara Quality Control of the Drug Product

3.2.P5.1 Crenubukanuu Specifications

32.P52 AHanuTHueckue Metoauku. [Ipoekt HopMaTuBHOTO Analytical Procedures. Project quality normative
JIOKyMEHTA 110 Ka4eCTBY, IOATOTOBJICHHBIN B document prepared in accordance with
COOTBETCTBUM C PEKOMEHJIALMSIMHU, YTBEPKIAEMBbIMU recommendations approved by the Eurasian
EBpa3uiickoil 5JKOHOMHYECKOM KoMuccuen™ ** Economic Commission ***

3.2.P5.3 Banupaius aHaTUTHYECKUX METOJIUK Validation of Analytical Procedures

3.2.P54 Pe3ynbTarhl aHanuza cepuii The results of Batch Analyses

3.2.P5.5 XapaKkTepucTUKa npuMeceit Characterisation of Impurities

3.2.P5.6 O00CHOBaHUS CHEIM(PUKAIIIT Justification of Specifications

3.2.P6 CranpmapTHbie 00pa3Ibl U MaTCPUAITEI Reference Standards or Materials

3.2.R7 CucreMa yHakOBKH (YKYIIOPKH) Container Closure System

3.2.P.8 CTaOMIBLHOCTH JIEKAPCTBEHHOTO MIperapara Stability of the Drug Product

3.2.P8.1 PesroMe 00 HCTBITaHUAX CTAaOMIBHOCTH 1 3akimoueHne | Stability Summary and Conclusions
0 ctabmipHOCTH**

32.P8.2 [Iporpamma moCTpETUCTPAIIMOHHBIX UCITBITAHUI Post-approval Stability Program and Stability
CTaOMIBHOCTH Commitment.

3.2.P8.3 JlaHHBIE UCTIBITAHUI CTAOMILHOCTH Stability Commitment Data

3.2.A JlonoHeHus Additions

32.A.1 ITpou3BOICTBECHHBIC IOMEIICHHS i 000PYIOBaHHE Facilities and Equipment

32.A2 Orenka 6€30MaCHOCTH OTHOCHTEIIEHO TOCTOPOHHUX Adventitious Agents Safety Evaluation
arcHTOB

32.A3 HoBple BcrioMOTaTeIbHEIC BEIICCTBA Novel Excipients

32R PernonansHast nHbOpMALIHST Regional Information
Cxema BaJuAanMM mpouecca Npou3BoacTBa The scheme of validation of the manufacturing
JIEKAPCTBEHHOI0 Npenapara. process of the Drug Product.
Bonpocsl 3aTparuBaoiniye MeIUIMHCKUE U3/TeTHs. Questions affecting medical devices.
Bonpocsl pucka nepenauu TI'I Issues of risk of transmission of TSE

3.3 Komnuu ncnonb30BaHHBIX JUTEPATYPHBIX HCTOYHUKOB Copies of used Literature References

MOAVJIb 4. Part IV
OTYETHI O JOKIMHUYECKHUX NONCLINICAL STUDY REPORTS

(HEKJIMHUWYECKHUX) NCCJIEAOBAHUAX

4.1 Coneprxkanue Moayss 4 Table of Contents

4.2 OTueTsl 00 HCCIIeTOBAHMAX (€CIH IPUMEHHMO) Study Reports (if available)

4.2.1 DapmMaKoI0oTHsI Pharmacology

4.2.1.1 Tlepsrunas hapMakoIrMHAMHUKA Primary Pharmacodynamics

4.2.1.2 Broprnunas dhapmakoarnHaMuKa Secondary Pharmacodynamics

4.2.13 Dapmakonormdeckas 0€30macHOCTh Safety Pharmacology

42.14 DapMakoJTHAMIYECKHE JIEKapCTBEHHBIE Pharmacodynamic Interactions
B3aUMOIENCTBHSL

4.2.2 DapMaKOKMHETHKA Pharmacokinetics

4221 AHaIUTHYECKHE METOIVKHU M OTYETHI IT0 BAJIUIAIINNA Analytical Methods and Validation Reports

4.2.2.2 AbGcopOrs Absorption

4223 Pacopenenenne Distribution

4224 MeTabonu3m Metabolism

4.2.2.5 OKkckpenus (BHIBEICHUE) Excretion

4226 DapMaKOKHHETHIECKHE JICKaPCTBEHHBIS Pharmacokinetic Interactions (nonclinical)
B3aMMOICHCTBHUS

4.2.2.7 [Ipoune GapMaKOKHHETHIECKHE HCCICIOBAHI Other Pharmacokinetic Studies

4.2.3 TOKCHUKOJIOTHSI Toxicology
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4.23.1 TOKCUYHOCTH MPU OJHOKPATHOM BBEJACHUU Single-Dose Toxicity

4.2.3.2 TOKCHMYHOCTH MPH MHOTOKPATHOM BBEJCHUU Repeat-Dose Toxicity

4.2.3.3 I €HOTOKCMYHOCTh Genotoxicity

4234 KanieporeHHOCTb Carcinogenicity

4235 PenponykTuBHAs M OHTOTCHETHYCCKAS TOKCHYHOCTE: Reproductive and ontogenetic toxicity: fertility
(hepTWIEHOCT U paHHEE SMOPHUOHATBHOE Pa3BUTHE, and early embryonic development, embryo-fetal
sMOpuo- (eranbHOE pa3BUTHE, IPEHATAIEHOE U development, prenatal and postnatal development;
MTOCTHATAIIFHOE Pa3BUTHUE; HCCIICAOBAHUS Ha studies on immature offspring followed by
HEIOJIOBO3PENIOM MOTOMCTBE C TIOCIIEYOIINM observation.
HaOJIIOIEHUEM

4.2.3.6 MecTHasi IEPEHOCUMOCTh Local Tolerance

4237 [Ipoune TOKCHKOJIOTHYECKUE UCCIICAOBAHMUS: Other Toxicity Studies:
AHTUTCHHOCTH, IMMYHOTOKCHYHOCTD, HCCIICIOBAHUS antigenicity, immunotoxicity, studies of the
MeXaHu3Ma JEeHCTBH, mechanism of action

MOAWIb 5. Part V
OTYETHBI CLINICAL STUDY REPORTS
O KNIMHUYECKUX UCCJIEJOBAHUSIX

5.1 Coniep)KkaHue MOy 5 Table of Contents

52 [lepedeHs Bcex KIIMHUYECKUAX UCCIICIOBAHUN Tabular Listing of All Clinical Studies
(McTbITAaHUI) B BUJIE TAOJINII

5.3 OtueTsl 0 KIIMHUYECKHX HecnenoBanusax (ncnsitannsx) | Clinical Study Reports

5.3.1 OT1yeTs! 0 OnobhapMalleBTUYECKAX UCCIIETOBAHUIX Reports of Biopharmaceutic Studies

532 OTueTsl 0 hapMaKOKHHETUIECKHIX HCCIEIOBAHISIX C Reports of Studies Pertinent to Pharmacokinetics
HMCI0JIb30BAHHEM OMOMATEPHAIOB YETOBEKA using Human Biomaterials

533 OTueTs! 0 hapMaKOKHHETHICCKHUX HCCICIOBAHISIX Y Reports of Human Pharmacokinetic Studies
4eJ0BeKa

534 OTueTs! 0 (hapMaKOTUHAMUYICCKIX MCCICIOBAHUSIX Y Reports of Human Pharmacodynamic Studies
YesoBeKa

5.3.5 OTueTtsl 00 nccrenoBanny 3PpPeKTHBHOCTH Reports of Efficacy and Safety Studies
0€30I1aCHOCTH

5.3.6 OTueTsl 0 OCTPEruCcTPaMOHHOM onbiTe TpuMeneHus: | Reports of Post-Marketing Experience

5.3.7 WuauBuayanbHEIE perucTpanronHbie KapTel 1 nepedan | Individual Patient Listings and Case Report Forms
MAIIMEHTOB

54 Komnuu ucronp30BaHHBIX TUTEPATYPHBIX ICTOYHUKOB Copies of used Literature References

BaxHo, 4ToObI (hannbl 6binn B chopmarte pdf.
BaxHo, 4yTOObI HaMMeHoBaHMe ¢hanoB COOTBETCTBOBAO KOAUPOBKE, YKa3aHHbIX Bbilue
no cton6éuom KOQ.
BaxHo, 4TOObI Nanku No MoaynsaM HasbiBanucb kak m1,m2,m3,m4 n m5.
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1.0

ConpoBoanTenbHoe NNCbMO

1.1

CopnepxaHue

1.2

O6waga gokymeHTauus:

1.2.1

Konusa  ceptudpmkata Ha  nekapCcTBeHHbI  npenapar
(3aBepeHHas B YCTaAHOBMEHHOM MOPSAKE) cornacHo dopmary,
pekomeHgoBaHHoMy BOS, BblgaHHOrMo ynofiIHOMOYEHHbIM OpraHoM
CTpaHbI-npoussoauTens (Npu Hanu4mum)

1.2.2

[OKyMEHT, NoATBEPXKAAoLLMNA perncTpaumio B
CTpaHe-npou3BoauTene MU (vn) B cTpaHe-gepxartene
permcTpaumnmoHHOro yaoctoBepeHust n (unn) B ctpaHax pernoxHa ICH
n (nnn) B cTpaHax EA3C Ha nekapCTBeHHbI npenapart
(3aBepeHHbIV B YCTAHOBNEHHOM MOpsiaKe)

1.3

O6wan  xapakTepucTUKa  JleKapCTBEHHOro  npenapata,
MHCTPYKUMSI MO MeOUUMHCKOMY MNPUMEHEHMIO (NUCTOK-BKNaabiw),
MapKUpoBKa:

1.3.1

Obwaa xapakTepucTuka JfeKkapCTBEHHOro mnpenapata cC
nepeBoaoM Ha odmumnanbHbIN A3bIK

1.3.2

[MpoeKT  MHCTPYKUMM N0  MEAULUHCKOMY  MPUMEHEHUIO
(nncTok-BkNaapILL), COCTaBIIEHHON B COOTBETCTBUMU c
npunoxeHnem 3 Hactosiwero [lopsigka Ha rocyaapCTBEHHOM U
oduymnanbHOM A3blke

1.3.3

MakeTbl nepBUYHOM (BHYTpEHHeN) n BTOPUYHON
(noTpebutenbckon), NPOMEXYTOYHOMN yNaKOBOK. MakeTbl
NMPOMEXYTOYHON YMaKOBKW, ITUKETOK, CTUKEPOB MpeacTaBMsoTCS
npy HanNnynm

1.4

[NepeyveHb cTpaH, B KOTOPbLIX JIeKapCTBEHHbIVW npenapar nogaH
Ha perncrpaumio, 3apermcTpupoBaH, Nosy4yun oTkas B permcrpaumm
nnun ero obpalleHre Ha pblHKe 3TUX CTpaH BbINO NPUOCTAHOBMEHO,
C yKasaHMem HanmeHOBaHWs NekapCTBEHHOro npenaparta, Homepa
W gaTbl perucTpauuoHHOro YAOCTOBEPEHUS, Cpoka ero AencTBus
Wnu patbl NPUHATUSA peweHuid 00 oOTkase B perncrpaumu,
NMPUOCTaAHOBNEHNN AENCTBUS PErucTpaumoHHOro yAOCTOBEPEHUS;
npegctaBnsemMas  wuHdopmauusa  gormkHa ObiTb  3aBepeHa
aepxarernem perncTpaunuoHHOro yOOCTOBEPEHUS (ecnn
NMPUMEHNMO)

1.5

ﬂOKyMeHTbI Nno KavyecCTBY:
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1.5.1

Ceptudhmkat coorBeTcTBUA cTathbe Papmakonen EBpasnmckoro
9KOHOMMYecKkoro cotsa wunu EBponenckon dapmakonen no
rybyatom 3HuUedanonaTnm nnu OOKYMEHT, BblAaHHbIN
YNONTHOMOYEHHbIMM  OpraHamMm BETEepPUHapPHOro Haasopa CTpaHbl
NPOUCXOXOEHMS cbipbs, B cnyyae NCNonb30BaHUSA
drapmaueBTUYECKNX CYBCTaHLNIM XXMBOTHOMO NPOUCXOXAEHMS (ECnK
NPUMEHNMO)

1.5.2

Konua  ceptudmkata COOTBETCTBUS  (papMaLeBTUYECKOMU
cybctaHumm TpeboBaHmam  EBponenckon dapmakonen (npwm
Hanu4un)

1.5.3

Mucemo aepxarens mMacTtep-ganna aKTUBHOMN
dapmaueBTnyeckon cybctaHumm ¢ obasatenscTBoM coobliatb O
BCEX W3MEHEHUAX NPOM3BOAMTESNO NEKApPCTBEHHOrO npenapara u
YNONTHOMOYEHHOMY oprany, npexane yem Kakne-nnbo
CyLWeCTBEHHblE UN3MeHeHus ©OyayT BHeCeHbl B MacTep-chann
hapmaLeBTNYECKON CyBCTaHL MM

1.5.4

[Mucemo, noaTeepxgatoLlee cornacue aepxarens
MacTtep-ganna dapmaLeBTUYECKOMN cybcTaHuum Ha
npefocTaBrieHne OOKYMEHTOB 3aKpbITOW YacTu MacTtep-gansna Ha
hapmaLeBTUYECKy0 CcybCcTaHUMIO MO 3anpocy YMNOSIHOMOYEHHOro
opraHa

1.5.5

Konusa ceptudmkata Ha Mactep-pansn nnasmbl, BblaHHOMO
YNOMHOMOYEHHbIM ~ OpraHoM  CTpaHbl-npou3BoguTensa  (ecnu
NPUMEHNMO)

1.5.6

Konus cepTtudumkata Ha mactep-¢ansi BaKUMHHOIO aHTUreHa,
Bbl@HHOMO YMNOSIHOMOYEHHbLIM OpPraHoOM CTpaHbl-NPON3BOaNTENS
(ecnn npumeHnmo)

1.5.7

I'IpoeKT HOPMaTnUBHOIo AOKYMEHTa No Ka4eCTBy B COOTBETCTBUA
C NpUNIoXXeHnem 2 HacTosLEero I'Iopﬂp,Ka Ha O(*)I/ILI,I/IaJ'IbHOM A3bIKe

1.6.

HOKyMeHTbI no nNpon3BoACTBY:

1.6.1

3aBepeHHble B YCTAHOBMEHHOM MOPsSiAKE KOMUU OENCTBYIOLLNX
OOKYMEHTOB, NOATBEPXAAIOLWMNX COOTBETCTBME NpPOU3BOAUTENS
TpeboBaHMsM Hagnexawen  nNpPOuM3BOACTBEHHOW  MPaKTUKMU,
BblAAHHbIE YMNOMTHOMOYEHHLIMW OpraHaMmn CTpaHbl (CTpaH), B
KOTopou pacnosnoxeHa Nnpon3BOACTBEHHASA nnowagka
(Mpon3BOACTBEHHbIE NIOLAAKM Ha pasHble 3Tanbl NPOU3BOACTBA),
M (MNN) WHBLIM YNOSTHOMOYEHHLIM OpPraHoM W, MNPU  HaNUyuw,
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NpeaocTaBUTb afipec canta peecTtpa BblAaHHbLIX YNONHOMOYEHHbIM
OpraHoM cepTUdUKATOB COOTBETCTBUA TpeboBaHNSAM Hagnexallen
NPOV3BOACTBEHHOW nMpakTukn (Hanpumep, EudraGMP) B cetun
NHTepHeT

1.6.2

3aBepeHHble B YCTAHOBIIEHHOM MOPSIAKE KONMUWU LENCTBYIOLLENO
paspeLlleHns (NMUeH3nn) Ha NPOU3BOACTBO (BKITOYas NPUITOXKEHNSA
K HAM), BblGAHHOIO YNOITHOMOYEHHBIM OPraHOM CTpaHbl, B KOTOPOM
pacnonoxeHa Npov3BoACTBEHHas nnowagka (Mpov3BOACTBEHHbIE
NNoLwaakm Ha pasHble aTanbl NPON3BOACTBA)

1.6.3

3aBepeHHass B YCTAHOBMEHHOM MOPSiAKE KOMUS KOHTpaKTa
(oorosopa) mMexay aepxartenem perncTpaunoHHOro
yAOCTOBEPEHUS U nNpou3BoauTeneM Mo Borpocam cobnogeHus
TpeboBaHM Hagnexawen npou3BOACTBEHHOM MPAKTUKA, €CNnu
aepxarenb PerncTpaumoHHOro yaoCTOBEPEHUS HE y4acTBYET B
NpOoM3BOACTBE NEKapCTBEHHOIO nNpenaparta (ecnu NpUMeHnMo)

1.6.4

3aBepeHHass B YCTAHOBMEHHOM MOPSAKE KOMUS KOHTpaKTa
(ooroBopa) mMexay KOHTPaKTHOM NMPOM3BOACTBEHHOM MIOLLAAKOM U
npousBoauTeneM Mo Bonpocam cobniogeHns  TpeboBaHui
Hagnexallen npon3BoACTBEHHOW NPaKTUKK, B CNyYasx Korga BeCb
npouecc wnu OAauvH U3 3TanoB MPOM3BOACTBA J1IEKAPCTBEHHOrO
npenapaTta OCYLLUECTBMSIETCA Ha KOHTPAKTHOW MPOM3BOACTBEHHOM
nnowaake (ecnv npMMeHnUMO)

1.6.5

Cornacue Ha npoBefgeHue (hapmaueBTUYECKOM MHCMEKUMN Ha
COOTBETCTBME TpeboBaHMsM Mpasun Hagnexatlen
NPOM3BOACTBEHHOW MpPaKTUKKM EBpPasninckoro 3KOHOMMYECKOro
colo3a

1.6.6

3aBepeHHas  3adBUTENEM  KOMUS  OCHOBHOTO  [OCbe
(macTep-carnna) NpPOn3BOACTBEHHON nnowaaku
(Mpon3BOACTBEHHbIX NIIOLWAA0K) (eCn NPUMEHNMO)

1.6.7

Cxema o9TanoB npomu3BoacTBa C  yKasaHWMeM  BCeX
NPON3BOACTBEHHbIX MOWAA0K, 3a4eNCTBOBaHHbLIX B npoLuecce
Npov3BoACTBa  fIeKAapCTBEHHOro  npenapata W aKTUBHOM
dapmaueBTUYECKON  cyBCcTaHuMKM,  BKNKOYad  BblMyCKaloLMi
KOHTPOIb KayecTBa

1.7

NHdpopmauma o cneymanucTax:
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1.7.1

NHdpopmaums (kpaTkOEe pestome) o] cneuuanucre,
NOAroTOBMBLLUEM pe3toMe Mo KavyecTBy

1.7.2

NHdopmaums (kpaTkoe pestome) o] cneumanucre,
nogroToBMBLLEM pe3toMe MO JOKMNHUYECKUM OaHHbIM

1.7.3

NHdbopmaums (kpaTkoe pestome) o} cneunanucre,
NOArOTOBMBLUEM Pe3OME MO KNMHUYECKUM AaHHbIM

1.8

Cneundumyeckmne TpeboBaHMsT AONS  Pas3fMYHbIX  TUMOB
3adaBNeHUNn:

1.8.1

[loOKyMeHTbI MO KNUHWYECKMM  uccnegoBaHusM  (ecnu
NPUMEHNMO)

1.8.1.1

PaspelleHMe yMNOMHOMOYEHHOTO oOpraHa Ha npoBedeHue
KMUHWYECKOTO MCCNedoBaHWs, B TOM YMUCINE Ha BHECEHHble
nonpasKu

1.8.1.2

[MepevyeHb NPOBEAEHHbIX WHCMEKUMA Ha  COOTBETCTBUE
Hagnexawen knuHuyeckon npaktnke (GCP) no 3assnsemomy Ha
perucTpauuio  NekapCTBEHHOMY Mpenapaty C  yKa3aHuem
YMOMTHOMOYEHHbIX OpPraHoB, MPOBOAMBLUMX WHCMNEKUUKW, AaTbl
NpoBeAEHNS, pe3ynsTaToB (NPU HanNM4Mm)

1.8.2

Tabnuua c nepeyHeM KAMHUYECKMX unccnedoBaHui (ecnu
NMPUMEHNMO)

1.9

McbMo 3asiBUTENst O TOM, YTO NeKapCTBEHHble npenaparbl
cogepxat reHeTMdeckM MOoAMMUUMPOBAHHbIE OPraHM3mMbl UMK
Nony4YeHbl U3 HUX (€CNU NPUMEHUMO)

1.10

NHpopmaums oTHocuTensHO (papmakoHaa3opa 3aaBuTens

1.10.1

MacTep-chanin  cuctembl  (papmakoHags3opa  gepxarensd
PErncTpaLnoOHHOro Y4OCTOBEPEHNSA B COOTBETCTBMM C HaaNexatuemn
npakTukon apmakoHag3opa EBpasMinckoro 3KOHOMWYECKOro
COol3a UM KpaTKasa xapakTepucTuka cuctembl hapmMakoHaasopa
aepxarens perMcTpaumMoHHOro yaoCcToBepeHus

1.10.2

[MucbmMeHHOe  noaTBepXgeHue  Toro, YTO  AepxaTenb
perncTpaumoHHOro yaoCcToBEPEHUSI UMEET B CBOEM PacCropsiXXeHUn
KBannguuupoBaHHoe NULO, OTBETCTBEHHOE 3a hapMakoHaa3op U
KOHTaKTHOe Nuuo Ha Tepputopun Keiprbidckon Pecnybnvkm
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1.10.3

[MnaH ynpaBneHns puckaMmy Ha feKapCTBEHHbIN npenapar,
3a8BNSIEMbIA Ha pPerucTpaumio B COOTBETCTBMM C TpeboBaHusiMU
MpaBun Hagnexawlen npakTukn papmakoHaasopa EBpasumnckoro
9KOHOMWYECKOro COl033, yTBEpPXKAaeMbIxX EBpasuickon
9KOHOMMYECKOWN KOMUCCHEN (ECNU NPUMEHUMO)

1.10.4

[OKyMeHTbI, 3aBepeHHble Hagnexawum obpasom,
nogTBepXxAalolme HanmyMe B3aMMoaencTsusi, obecnedmnsaroLLero
Hagnexallee BbINOMTHEHME HECKOSbKUMWU HopUONYECKUMN NuuamMmm
BCeX 06A3aHHOCTeN AepxaTens perMcTpaLoHHOro yaoCcToBepeHus
(ecnu npmeHnMO)

1.11

Konun  gokymeHTOB, NOATBEPXAAKLWNX  perncrpaumto
TOBapHOro 3Haka (Npu Hann4um)

3.[logaya 3asBku Ha peructpauuo MU

BbibpaTtb pasgen Pernctpaumsa HaxkaTb Ha nogpasgen Pernctpauma MU

3.1 3agBka

Bo Bknagke 3asiBka HE06X04MMO 3aMNOMHUTL CrieayoLLyo MHopMaUmio:
Toprosoe HanmeHoBaHue (En) (Ru) (Kg)

HasHaveHne MU

O6nacTb npumeHeHna M

Knacc pucka
GMDN

BuibpaTtb nmeetcs nu JIC B coctaBe MU

Cpok rogHOCTN B MecsiLax

Ycnosusi xpaHeHns (Npu Bblbope VIHble yCnoBusa XxpaHeHUst HE06X04MMO 3anonHUTb
none [pyrve ycrnosus XxpaHeHus1)

3.2 lNpounssogutenu

Bo Bknagke MpousBoauTenu nHgopmaumo HeobxoanmMo 3anoNHNTbL cnegyowmmMm o6pasom:
Haxatb Ha kHonky New ans akTMBauum cnvcka Belbopa npon3soantenem

M3 BcnnbiBatoLLEro cnvncka nofa pasaenom KomnaHus BeibpaTtb KOMMNaHUIO

B none Tun komnaHuu BbIGpaTb TN KOMNAHUN

3anonHnTb agpec B none Agpec
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3.3

BbibpaTb cTpaHy B none CtpaHa
Haxatb kHonky [1o6aButb
Ecnv owumbnuce MOXHO yaanuTb ¢ nomMoLbo kKHorku Delete

PY B gpyrmnx ctpaHax

Bo Bknagke PY B gpyrnx crpaHax Heo6xogMmMo 3anofiHUTb CreayoLyo nHdopmMauuio:

Mpu

3.4

HaxaTb Ha 3Hak + B MpaBoOM yrny
BeecTtu nopsagkoBbii HoMep B ctonbue Ne
BbibpaTb cTpaHy B ctonbue CtpaHa
BeecTtu Homep PY B cton6ue Homep PY
Beectu gaty Bbigadm PY B ctonbue [Jata Hayana
BeecTtu cpok gencreua PY B rogax B ctonbue Cpok oencrens
Haxatb Ha CoxpaHuTb.
HEeobXoOUMOCTUN MOXHO pefakTUpoBaTb UKW YaanuTb 3anuchb.

YnakoBka

Bo Bknagke YnakoBka He06Xo4MMO 3anoNHUTDL CreayoLy0 MHOPpMaLmIo:
Mepen Tem Kak HayaTb 3anonHATL MHpOpMaLUMo He06XoaMMO HaxaTb Ha kHonky Co3aaTtb

i

= 9b[ JICuMMW - SNEKTPOHHASA BA3A JAHHbIX JIC u MU v1.2.5 ? ﬂ O

14.11.2023

Peructpauus 3asnBku

Ynakoska

LITpUX-KOZ MonHoe TOproBoe HauMeHoBaHMe *
[Losa(in vitro) * KomnnekTauvs MU * -

A eAuHALa * -

Konu aKkoBke * YnakoBoyHa:
e

MonHoe Toprosoe

YnakoBo4Has eauHULa Komnnektauna MU KonuyecTBo B ynakoBke Doza(in vit
HaMMeHoBaHue

Mogenb LWTpux-koa

Mogenb

LWTpux-kopn,

[NonHoe ToproBoe HanmMeHoBaHMe
[Ho3za (in-vitro)

BbibpaTb kOMNeKkTaumto

BBecTn Konn4ecTBo B yrnakoBke
BbibpaTb ynakoBOYHYO eguHuLy
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3.5 OnekTtpoHHoe fgocke (e-CTD)

Mocne Toro, kak Bbl COXpaHWUTE 3asiBKY BaM HEOOX0AMMO OTnpaBuTb 3asiBKy Ha atan e-CTD, rge
Bbl OyaeTe 3arpyxaTb 3NeKTPOHHOe gocke. [nd aToro HeobxoAMMo HaxaTb Ha KHomky e-CTD.

1006 - 23.08.2023 - "Medea Pharm"

CoxpaHuTb BepHyTbCs K cnMcky

Homep 3anBku

[ara 3asBneHus *

OnekTpoHHoe gocbe 3arpyxaetcsa B J1C n MU npn M3 KP yepes cneuunanbHoe npunoxeHue
e-CTD. BaxHo, ans toro,4tobbl e-CTD nponycTun Balle 3nekTpoHHOe Aocbe HeobxoamMmo
npuaepxmeatbcs doopmara HuUxe.

3.6 ®opmat e-CTD ana MU

KOJ HaumeHoBanue noxkymeHTa

JoBepeHHOCT, ~ OT  TPOM3BOAMTEIS  Ha  IPaBO
OpEICTaBJICHHS MHTEPECOB MPH perucrpaunu  (mpu
HEoOXOIMMOCTH)

Komnms Pa3pCIIUTEIIBHOTO JAOKYMCHTa Ha paBo
MMPOU3BOACTBA B CTPAHC-IIPOU3BOAUTEIIC C TPUITOKCHUCM

(pu HaTHYWTL)

Konmu cepTrudukaroB Ha CUCTEMY MEHEIKMEHTA
KauecTBa MPOU3BOANTEIS MemuunHCKuX n3aennit (MCO
13485 1160 COOTBETCTBYIONIMH PETHOHATBHBIN HITH
HalMOHAJIBHBIN CTaHAAPT)

(Tpm HaTTITIUH)

Jexmapanus 0 COOTBETCTBHH TPeOOBaHUAM 0€30MIaCHOCTH
1 3(p(HeKTHBHOCTH MEIUIMHCKUX U3ACIIHHA MITH
SKBHBAJICHTHBIN JTOKYMECHT
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KOJ,

HaumeHnoBaHue 1oxyMeHTa

(pu HANTMYWN)

Kormms PETUCTPALTMOHHOT'O YIOCTOBEPCHUSA, BEIITAHHOT'O B
CTpaHe MPOU3BOAUTEIIS], C MIPEACTABICHUEM 3aBEPEHHOTO
[EepPEeBOAA HA PYCCKUM S3bIK

(Tipm HaTTHYUN)

Komus noxyMeHTa, y10CTOBEPSIOIIEr0 PErUCTPAIIHIO B
JIPYTHX CTpaHax

(npu HamMuMK)

JlaHHBIE O MAapKHUPOBKE M YIAKOBKE (TIOJHOLBETHHIE
MakeThl YIAaKOBOK U O3THKETOK, TEKCT MapKHpPOBKH Ha
ouIMaIbHOM M /UITH TOCYAaPCTBEHHOM SI3BIKE)

Mrpux-koq  GTIN (EANI13; npenHasHaueH Juist
YHHUKAJIbHON HICHTH()UKAIIUH TPOITYKTa)

(Tpm HaTTIYWH )

Wudopmanns o pa3paboTke U MPOU3BOACTBE: CXEMBI
MPOLIECCOB MPOU3BOCTBA, OCHOBHBIX CTaaul
IIPOU3BOJICTBA, YIIAKOBKE, UCTIBITAHUAX U TIPOLIEAYPAX
BBIITyCKa KOHEYHOTO MPOAYKTa

10

CaejieHus 0 TIPOU3BONTENE: HAMMEHOBAHUE, BT
JIESITEILHOCTH, FOPHIUUECKHIA agpec, popma
COOCTBEHHOCTH

11

Coo00I1eH!s 0 HECYACTHBIX CIIyYasX U OT3bIBAX
(urdopMaIHs He MPETOCTABISCTCS A1 BHOBD
pa3pa60TaHH1>1x 158 CHpOGKTI/IpOBaHHBIX MCOAUIIMHCKUX
W3JIEITHIA):

CIIMCOK HEKEJIATENBHBIX COOBITUI MIIH HECYACTHBIX
CJIy4acB, CBA3aHHBIX C UCIIOJIb30BAHHUEM U3CIIUA, U
YKa3zaHuE€ ne€puoia BpEMEHHU, Ha MPOTHKEHUU KOTOPOTO
TMIPOUCXOANJIN YKAa3aHHBIC CIIy4an,

€CJIM HeXKeJIaTeNbHBIX COOBITHI CIUIIKOM MHOTO,
HEOoOX0IMMO MPEJOCTABUTH KpaTKue 0030pbl M0 KaXKIOMY
W3 THIIOB COOBITHH M yKa3aTh 00IIee KOIMIEeCTBO
COOBITHI Ka)KJIOTO TUIIA, O KOTOPBIX MOCTYIIAIN OTYETHI;
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KOJ,

HaumeHnoBaHue 1oxyMeHTa

CITMCOK OT3BIBOB C PEIHKa MECAUITUHCKUX PIB,Z[eHI/Iﬁ u

(1M) MOSICHUTETBHBIX YBEIOMIICHUH U OIHCAHNE
MO/IX0/Ia K PACCMOTPEHHIO ATUX MPOOJIEM U UX PEIICHUIO
MIPOU3BOIMTENSAMH B KaKIOM U3 TAKHUX CIIy4aeB;

OMHCaHNe aHaJIN3a U (WIN) KOPPEKTUPYIOMUX ASHCTBHUH,
MPEANPHUHITHIX B OTBET Ha YKa3aHHbBIE CIydan

12

[epedens cTaHAapTOB, KOTOPHIM COOTBETCTBYET
MEIULIMHCKOE U3JIENne
(c yka3aHueM CBEJICHHI O CTaHIapTax)

13

CBezieHHs1 O COOTBETCTBUU MEIUIIMHCKOTO H3EIIHS
001uM TpeOoBaHUsIM O6e30macHOCTH 1 AP eKTHBHOCTH
MEIHMIMHCKHX M3EIHH, TpeOOBaHUAM K UX MapKHPOBKE U
9KCIUTyaTallHOHHOW TOKYMEHTAIMH Ha HUX

14

JIOKyMeHT, yCTaHaBIMBAIOUINNA TPeOOBaHUA K
TEXHHYECKUM XapaKTEPUCTUKAM MEIUINHCKOTO N3AEITHS

15

[IpoTOKOJIBI TEXHUYECKUX UCIBITAaHUH, IIPOBEACHHBIX B
LeJIX JOKAa3aTeJIbCTBA COOTBETCTBHS OOIIUM
TpeOOBaHUSIM

16

IIpoTokos! nccnenoBaHuA (MCIIBITAHHI) IO OIICHKE
OHOJIOTHIECKOTO IEHCTBUS MEIUIIMHCKOTO U3IEIHS,
MPOBEICHHBIX B LEJISAX J0KA3aTeIbCTBA COOTBETCTBHS
001IMM TpeOOBaHUSIM

17

OT4YeT 0 KIMHUYECKOM J0Ka3aTcJIbCTBC 3(1)(1)€KTI/IBHOCTI/I n
0e30IMaCHOCTH MEIUIITMHCKOTO U3CTIUA

18

OTuer 00 aHaM3€ PUCKOB

19

JlaHHbIE 0 JEKapCTBEHHBIX CPEICTBAX B COCTABE
MEUIMHCKOTO U3/IeNHs (COCTaB JISKAPCTBEHHOTO
CPEJ/ICTBA, KOJIMYECTBO, JAHHBIE O COBMECTHMOCTH
JIEKapCTBEHHOTO CPEJICTBA C METUIIMHCKUM HM3/IEITHEM, O
PErHCTPAIMY JIEKAPCTBEHHOTO CPEICTBA B
CTpaHe-TIPOM3BOIUTENC)

20

JlaHHBIE 0 OMOJOTHYECKON OE30MAaCHOCTH

(Tpm HaTTIYWH)
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KOJ,

HaumeHnoBaHue 1oxyMeHTa

21

JlaHHbIe 0 mpoleaype CTEPUIH3ALUH, BKIIIOUAs
uH(pOPMAIIUIO 0 BATUAAILMH TPOLECCa, PE3YIbTaTh
TECTUPOBAHUSI HA COACPIKAHNE MUKPOOPIaHU3MOB
(creneHb GHONOrMYECKON HATPY3KH), TUPOTEHHOCTH,
CTEpIIIBHOCTH (TIPH HEOOXOMUMOCTH), C YKa3aHHEM
METOJIOB MTPOBE/ICHUS UCITBITAHUIA, ¥ TAHHBIC O
BaJIMJIAINU YITAKOBKU

(A7 CTEpUITBHBIX H3MIEIUH)

22

Wudopmanns o cnennalsHOM MPOTrpaMMHOM
obecrieueHnH, CBECHUS TPOU3BOIUTEIS O BaJIMJAluN
IIPOTrPaMMHOT0O 00ecTIedeHH s

(Tipm HaTTIIUH)

23

Ortuer 00 HcCIIENOBaHUAX CTA0OMIBHOCTH — C
ayTEHTUYHBIM MEPEBOJOM Ha PYCCKHIl A3bIK PE3yJIBTATOB
Y BBIBOJIOB UCTIBITAHUHN JUISL U3[EITUH, HMEIOIIUX CPOK
XpaHCHHS

24

SKCHHyaTaHHOHHBIﬁ JAOKYMCHT WJIM UHCTPYKIUSA 1O
MPUMCHCHUTIO MCAUTTUHCKOI'O U3ACTIUA

25

PyKoBOICTBO 110 CEpBHCHOMY OOCTYKUBAHHIO (B 4aCTH
KOMITJIEKTYIOMINX MEUIIMHCKOTO M3/IENHs) — B CIIydae
OTCYTCTBUSI JAaHHBIX B 3KCIUTyaTal[MOHHOW JIOKYMEHTALIUH

(Tpm HATTITIUH)

26

OTt4eT 006 WHCTIEKIINY TIPOU3BOICTBA (TIPY HAJTUINH)

27

[Tnan cO6opa u aHANH3a JaHHBIX 1O OE30MACHOCTH H
3¢ (GEKTUBHOCTH MEAUITUHCKUX M3/ICIHNA Ha
MOCTHPOIaXKHOM JTare

(Tpm HaTTIYUH)

28

JIOKyMEHTBI, TOATBEPXKIAIOIIIE PE3YIIbTaThl NCTIBITAHIN
MEIUIMHCKHX W3/IENNH B LETSIX YTBEPKACHHS THIIA
CPEJ/ICTB N3MEPEHUH! (B OTHOLIEHNH MEIUIIMHCKUX
W3/IeNni, OTHECEHHBIX K CPEACTBAM M3MEPEHHH )

(Tipn HEOOXOAMMOCTH)
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BaxHo, 4TobbI dhannbl Obinn B hopmate pdf.
BaHo, 4TOObI HaMMeHoBaHWe hannoB COOTBETCTBOBANO KOAMPOBKE, YKa3aHHbIX BbILE MO
cton6uom KO[.

dann gomkeH HaMMeHoBaTbCA cregyroLmm obpasom:
- Howmep koga n popmart pdf

Mpumep HanmeHoBaHWe dannos:

1.pdf

2.pdf
3.pdf
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KOHELL JOKYMEHTA
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