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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
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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

36/, ICuMMU - INIEKTPOHHASA BA3A AHHbIX JIC n MU v1.2.5
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Komnanusi: * - Tun Komnauum: * -
Anpec koMnanuu: * CrpaHa: * -
‘ New Do6asutb Delete

Komnanusa Appec komnaHum CrpaHa Tun KoMNaHuu

«Essay’s Biotech» (OcOO «3cceiic BrioTek») Baittuk baatbipa 25 Azerbaijan MpoussoauTens

2.3 PY B gpyrux ctpaHax

Bo Bknagke PY B apyrux cTpaHax 3anofiHuTb MHpOpMaLmMo O permcTpaumMOHHbIX
YOOCTOBEPEHUN B APYrMX CTpaHax (ecriv uMeroTcs)

- HaxaTb Ha 3HaK + B NpaBoM yrny

- Baectu nopsigkoBbint Homep B ctonbue Ne

- BbiGpaTb cTpaHy B cTonbue CTtpaHa

- Beectu Homep PY B cTton6ue Homep PY

- Beectu paty Bbigaum PY B ctonbue [ata Havyana

- Beectu cpok genicteus PY B rogax B ctonbue Cpok gencreus

- HaxaTtb Ha CoxpaHuTb.

- TNpn HeOBXOONMMOCTU MOXHO peaakTUpPOBaTb UMW yOanuTb 3anuch.



36/, ICuMMU - ANEKTPOHHAA BA3A JAHHBIX JIC u MU v1.2.5

Ne CrpaHa Homep PY [Narta Havana Cpok geicTeua
Pepaktuposartb Yaanutb

1 AscTtpanus 889934-IT 01.11.2023

2.4 [lencTtByroLMe BellecTBa

Bo Bknagke [leMcTBylowme BewwecTBa HeobxogMmo BBECTM MHAOPMALMIO MO NIEKapCTBEHHOM

dopme 1 4o3mpoBKe crnegyowmmMm o6pasom:

- Haxartb Ha kHonky Co3gatb

- BbibpaTtb nekapctBeHHyto hopmy 13 cnucka JlekapcteeHHas opma

- Kog NFC
BaxHo! [1na nobaeneHns [encTtayoLlero Bewlectsa HEO6X0ANMO CHavana HaxxaTb Ha KHOMKY
co3gaTtb U NOTOM 3anonHATL NOSS M NOCre 3anofHEHNS HaXkaTb Ha KHOMNKy [1o6aBuTb.

o

MHH MepBeuyHas fosa

BTopuuHas posa EavHuua 1031poBKku MpoussoauTens Appec npoussoauTtens lop BbINyC

[na no6asneHnsa BecnomMoraTenbHOro BelecTsa Heob6xoaMMo cHadana HaxaTb Ha

KHOMKY c034aTtb 1 NOTOM 3anofiHATb NOns
[na nobaeneHuns nHpopmaumm no o6onodke HeOOXO0ANMO HaXaTb Ha 3HaK +

a3po30/1b AN MHraNALUMIA [O3VNPOBaHHbIA MECTHOrO AeNCTBUS

CocTas 060n104K1




2.5 YnakoBka

Bo Bknagke YnakoBka He0OGX0AMMO 3anoNHUTL CAeaYoL Y0 MHGOPMaLNIO:

- Wrpux-kog

- [lonHoe ToproBoe HaMMeHoOBaHue

- KonwnyectBo B ynakoBke

- [lepBnyHas ynakoBka

- BropuyHas ynakoBka

- YkasaTb nmeetca nu bnucrtep

- Beectu konu4yecTBo B bnuctepe
BaxHo! Nepen TeM kak HayaTb BBOAWTL BbilLEYKa3aHHY0 MHGOPMaLnIo HEOBX0AMMO HaXaTb
Ha kHornky Co3gaTb

= 9B/ JICuMU - BNEKTPOHHASA BA3A IAHHbIX JIC n MU v1.2.5

14.11.2023 Peructpauus 3aseku

&

EcTb N1 6nucTep B ynakoBke?: O‘

MonHoe Toprosoe
LWTpux-koa P BY MNep ynakoBka BropuyHas ynakoska CopepxuT 6auctep Konuuecteo 611
HauMeHoBaHue

Mocne 3anonHeHus nHgpopmauum Bo BkNagkax 3asaeka, [ponssogutenu, PY B opyrux ctpaHax,
[encteylome BellecTBa , YNakoBka He0bBXoauMo HaxaTb Ha KHOMKy COXpaHuTb.

Mocne HaxaTusa kHonkn CoxpaHuTb hOpMUPYETCH HOMEP 3asIBKW, KOTOPbIN HeoBXoaMM Anis
OTCNEXMBaHUS Ballewn 3asiBKu.

2.6 Nogayva anekTpoHHOro gocke Yepes npunoxenme e-CTD

Mocne Toro, Kak Bbl COXpaHUTE 3asiBKY BamM He0OxoQMMo oTnpaBuTh 3asBky Ha atan e-CTD, rae
Bbl OyaeTe 3arpyaTtb 3NeKTpOHHOe Aocbe. [Ans 3aToro Heobxoanmo Haxatb Ha kHonky e-CTD.
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CoxpaHuTb BepHyTbes K Civcky

PerucTpauus 3assku

i &

1006 23.08.2023 e 0

Tun 11C *
OpyrvHabHbIN BUONOrMYECKU IEKAPCTBEHHDIN Npe... €9 ~

Komnanus sassuTens *
"Medea Pharm" S -
ToproBoe HanMeHoBaH *

ATOR 800 YnonHomoueHHoe nuyo * v

T UM M
ATOR RU ATOR KG

CPOK rogHoCTH (B Mecsiyax) * ox
24 14

19 x A *
Huxe +8 rpap. Llenscus (npu oxnaxpgeHuu, Ho 6e3 3... €3 ~ [pyrve ycnoBus xpaHeHus

19 TP OPTUPOBKY *
Huxe +8 rpap. Lienscus (npu oxnaxaeHum, Ho 6e3 3... €39 v [lpyrue ycnosus TpaHCNOPTUPOBKY

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
npugepxmeatbcs doopmara HuUxe.

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

MOIVJIb 1. PART 1

KOJ AJIMUHHUCTPATUBHASI UH®OPMA LU Administrative information

Ne HanMeHoBaHHe TOKYMEHTOB Documentation name

1.0 ComnpoBonuTenpHoe nucbMo (kak B OT/T) Cover letter

1.1 ConepxaHue Table of content

1.2 O01as JTOKyMeHTaus General documentation

1.2.1 3asiBlicHHE HA PETUCTPAIIHIO JICKAPCTBEHHOTO Application for drug registration
rpenapara

1.2.2 JIOKyMEHTBI, MONTBEPKIAIOIINE OILIATY IKCIICPTHBIX Documents confirming the payment of expert
pabot u (wim) oruiaty cOopa 3a perucTpaIiio work and (or) payment of the registration fee
(ToNLIHHY ) B CITydae W MOPSIIKE, YCTAHOBICHHBIX B (duty) in the case and procedure established in
COOTBETCTBHUH C 3aKOHOAATENLCTBOM IrOCYIapCTBa — accordance with the legislation of the state -
wreHa EBpa3uiickoro 3KOHOMHYIECKOTO CO03a, member of the Eurasian Economic Union that
OCYIIECTBISIOUIETO PETUCTPANAIO™ registers *

1.23 Komms ceprudukara Ha IekapcTBEHHBIH Ipernapar A copy of the Certificate of Pharmaceutical
(3aBepeHHAsA B yCTAaHOBJICHHOM TIOPSIKE) COTTIACHO Product  complying with the  WHO
¢dopmary, pekomergoBanHOMY BO3, BEITaHHOTO recommendations (properly certified) and issued
YIOJHOMOYEHHBIM OPTaHOM CTPaHBI-TIPON3BOTUTEIIS. by the competent authority of the manufacturer’s
[pu orcytcTBHHU Takoro ceprudukara npeacrasiusiercss | own country. In the absence of such a certificate,
JIOKYMEHT, MOATBEPKAAIOIINH PETHCTPALIUIO B the document (properly certified) that confirms a
CTpaHe-Npou3BoaUTeENe U (M) B CTpaHe-/IepxKaTese marketing authorization of a medicinal product
PETUCTPAIMOHHOTO YOCTOBEPEHHUS Ha JiekapcTBeHHBIH | in the manufacturer’s own country and/or in the
mpernapar (3aBepeHHBIA B YCTAHOBICHHOM ITOPSIJTKE ) marketing authorization holder’s own country
(Ipu HATHYMH) (where appropriate)

124 TlepeBoz Ha pyccKuii A3bIK 1 5aBePeHHAA B Translated into Russian and properly certified
YCTAHOBIICHHOM IOPSIJIKE KOTHUS SKCIIEPTHOTO OTYETA, o

copy_of the competent authority’s assessment




BBIJJAHHOTO YIIOJIHOMOYEHHBIM OpPTaHOM MpH
perucTpanuu JIEKapCTBEHHOT' O Npernapara B
CTpaHe-IIPOU3BOUTENIC W B CTPaHE-AepiKaTese
PETHUCTPAITHOHHOTO YIOCTOBEPCHHUS

(Mpu HAJTHYMH)

report on a marketing authorization in the
manufacturer’s own country or marketing
authorization holder’s own country (where
available).

1.2.5 3akimrodeHne (PEKOMEHIAINS) YITOTHOMOYEHHOTO A conclusion (recommendation) of the authorized
opraHa (yIIOJTHOMOYCHHOW opraHu3aiyn) rocygapctsa — | body (authorized organization) of the state -
wieHa EBpa3uiickoro 3KOHOMHYECKOTO CO03a I0 member of the Eurasian Economic Union on the
WUTOTaM TPEIBAPUTEITHHOTO HAYIHOTO basis of preliminary scientific advice on this drug
KOHCYJIETHPOBAHUS OTHOCUTEJIBHO JaHHOTO in the state - member of the Eurasian Economic
JIEKapCTBEHHOTO Ipernapara B roCyAapCcTBe — YieHe Union
EBpa3zuiickoro ")KOHOMHYECKOTO COI03a .

(where available).
(npu HATUYMK)
1.2.6 Pexomennmamst DKCIIepTHOTO KOMHTETA T10 . .
JIeKAPCTBEHHEIM CpeacTsaM mpi EBpastiickoit The recommendation of the Expert Committee
P M P P P for Medicinal Products at the Eurasian Economic
HKOHOMUYECKON KOMHCCHH TI0 HTOT'aM o . .
1IPEBAPHTEITEHONO HAYUHOTO KOHCYJLTHPOBAHHS Commission (hereinafter referred to in as
Y ¥ Commission) drawn up based on the outcome of
OTHOCHTEJIFHO JIAHHOTO JIEKAPCTBEHHOTO Iperapara o L .
the preliminary scientific advice on the
(mpu HATMYMH) L .
medicinal product (where available).
1.3 O0mas xapakTepuCTHKA JeKapCTBEHHOI0 . .
rlpenapaTz? m{CTppyKuml 1o Mel;mmnckomy Summary of Product Characteristics,
i package leaflet (Patient Leaflet),
NMPUMEHEHHI0 (JINCTOK-BKJIAbIII), MAPKHPOBKA: .
labelling
1.3.1 IIpoekTs! 0011Iel XapaKTePUCTUKH JICKAPCTBEHHOTO _
. pena ATA. HHCT IfHI/II/I l'II)O Mez[nuHHCKI()) " Draft summary of product characteristics,
perapara, Py Y medication guide (patient leaflet) drawn up in
MIPUMEHEHHIO (JIMCTKa-BKJIa bIIIA), COCTABICHHBIC B S . . .
Russian in accordance with the requirements laid
COOTBETCTBHH C TPEOOBAHUSIMU aKTOB OPTaHOB . . .
. down by the bodies of the Eurasian Economic
EBpa3zuiickoro 5KOHOMHYECKOTO COI03a Ha PYCCKOM Union
SI3BIKE ’

1.3.2 MaxeTsl mepBUYHON (BHYTpEHHEW) W BTOPUIHOM Mock-ups of the outer (user), immediate (inner),
(moTpebuTeNnbCKoit), MPOMEKYTOTHOH YITAKOBOK, and intermediate packaging drawn up in Russian
COCTaBJICHHBIC B COOTBETCTBHU C TpeboBanmsamu akToB | in accordance with the requirements laid down
opranos EBpa3uiickoro 5KOHOMHYECKOTO COI03a Ha by the bodies of the Eurasian Economic Union.
PYCCKOM si3bIKE. MaKeThl IPOMEKYTOUHOM YIIAaKOBKH,

OTHUKCTOK, CTUKCPOB NNPCACTABIAOTCA ITPHU HAJITUYUN

1.33 Pe3ysbTarhl MOJK30BaTEILCKOIO TECTHPOBAHUS TEKCTa Consultation with Target Patient Groups on the
HHCTPYKIIUH 110 MEAUIIUHCKOMY IIPUMECHEHUIO wording of package leaflet (patient leaflet)
(JrMcTKa-BKIIAIBIIIA) (where available)

(Ipu HAJTUYHMHU)
1.3.4 3aBepeHHbIe JeprKaTesieM PeruCTparioHHOTO

YAOCTOBEPEHUsI KOITMH O0IIeH XapaKTepUCTHKU
JIEKapCTBEHHOTO ITpernapara ¢ 1IaToi TOCIIeTHETO
MIepecMOoTpa, HHCTPYKIUH 10 MEAUITTHCKOMY
MIPUMEHEHHMIO (JIMCTKa-BKJIA/bIIIA), YTBEPKACHHbIC
YTIOJTHOMOYEHHBIM OPTaHOM CTPaHbI-ITPOU3BOJUTEIIS U
(W) cTpaHBI-AepIKaTeNs PETUCTPAIIHOHHOTO
YAOCTOBEpEHUS U (MIIN) JPYTOi CTPAHBI C XOPOIIO
perynupyeMbiM (apMareBTHUECKIM PBIHKOM, T
3aperuCTPUPOBaH JICKAPCTBEHHBIH Mpenapar (nmpu
HAJIMYUH)

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 Mpenapara B Apyrux crpanax (mpu | product in other countries, where appropriate
HAJIHYNH)

1.4.1 Ilepeuens cTpaH, B KOTOPBIX JIEKAPCTBEHHBIHN Npenapar . .

HO,II[,aH Ha eFII/ICT’ alUIo p3a CFI/ICTPI/I OBaH HOJf ‘II/IJI;[) The ~list of countries where the
P P > 33p pHp > oLy medicinal product has been applied for
OTKAa3 B PETHCTPALIMHU WX €ro o0palieHHe Ha PhIHKe . . o
granting a marketing authorization,
9TUX CTpaH OBLIO MPHUOCTAHOBICHO, C YKa3aHHEM . .
authorized for marketing, where
HaMMEHOBAHUS JIEKAPCTBEHHOTO IIpernapara HoMepa 1 . . S
JaThl PETUCTPALIMOHHOTO YIOCTOBEPEHUS, CPOKA €TI0 granting of a marketing authorization
ﬂeﬁCTr];HH nnﬁ JIaThl II I/IHZI]TI/IS{ ele;HI/Iﬁ 2)6p0TK8.3€ B has been refused or suspended together
CrucTpanuu, 1 I/IOCTI?:)lHOBHeHI/]i)I/I I[eﬁCTBPIH Wlth the number and the date Of
peFI/ICTpaHI/IO;{HE o marketing authorization, the period of
paocmge €HMs, ITpeAcTaBisieMas H(OpManus J0JDKHA its validity or the date of decision to
Y P - 1P p refuse granting of a marketing
OBITB 3aBEepeHa JIep)KaTelIeM PEruCTPalIOHHOTO .2 .
IOCTOBEDEHHS authorization, to suspend a marketing
Y P authorization; the information provided
shall be certified by the marketing
authorization holder.
1.5 JIOKYMEHTBI 10 KA4eCTBY: Quality documents:
1.5.1 Ceprtudukar coorBeTcTBHs cTarbe @apmakoren . .
. Transmissible Spongiform
EBpasuiickoro 3kOHOMHYECKOTO COI03a HIIH .
N N Encephalopathy Certificate of
EBponeiickoii ¢papmaxonen no ryéuaroii oo
IHUEe(ATONATHA HIIH IOKYMEHT, BbIIAaHHBIH Suitability to the monograph of the
y > Pharmacopoeia  of the Eurasian
YHOJTHOMOYEHHBIMU OPTaHAMH BeTEPHHAPHOTIO . .
HAaJ30pa CTPaHbI MPOUCX0KIEHHS ChIPbA B ClIydyae Economic —~ Union  or  European
pa c1p P P yua Pharmacopoeia or a document issued
HCTOJIb30BaHUs (papMaleBTHYECKHX CYyOCTAHIUIA . .
by the competent authority for animal
’KHBOTHOT'O TPOMCXOKTEHUSI .
health of the country of origin where
(ecJi1 NPUMEHNMO) . .
substances of animal origin are used,
where appropriate.

1.5.2 [Mucemo meprkarerns Mactep-aiina akTHBHOM The letter of the active substance master
(hapMareBTHIeCKOI CyOCTaHIINH C 003aTEIIECTBOM file holder committing to inform the
co00mIaTh 0 BCEX M3MEHEHISIX IIPOU3BOIUTEIIO manufacturer of the finished product
JIEKapCTBEHHOTO TpenapaTa u yIoJIHOMOYEHHOMY and competent authority of the Eurasian
oprany rocynapcrBa-wieHa EBpasuiickoro Economic Union Member State on any
HKOHOMUYECKOI'0 COI03a, MPEXKE YeM KaKue-T100 modification before any significant
CYIIIECTBEHHBIC M3MEHEHHS OyyT BHECCHBI B amendments are made to the active
Macrep-(aiin apmMareBTHUECKOH CyOCTaHIK substance master file (a certified copy
(HoTapuaJbHO 3aBepPeHHAs] KOMHUS MACHMA ¢ of the letter signed of the qualified
NMOANHKCHIO YIIOJTHOMOYEHHOI0 JIULA 110 KAYeCTBY € person certifying the quality of
nepeBoa0OM) translation)

153 ITuceMo, moaTBEpKIAIOLIEE COMTacue AepiaTens The active substance master file
MacTtep-(paiina papMarieBTHIeCKON CyOCTaHIINA Ha holder’s permission to the competent
MIPEJCTaBICHNE TOKYMEHTOB 3aKPBITOH YacTH authority to assess the data in the active
Mactep-(aiina Ha papmareBTHIECKyI0 cyOcTaHImIo 1o | substance master file upon request of
3arpocy yIMOJTHOMOYEHHOTO OpraHa rocyIapcTBa — the competent authority of the Eurasian
yeHa EBpasuiickoro 3KoHOMHUYECKOTO COr03a Economic Union Member State (the

Letter of Access)

1.5.4 Komust ceprrdukara coorBeTcTBUs hapManeBTH4YeCKoi

cyOcranuu TpedboBanusM EBpomnelickoii apmakonen
(mpu HATHYMH)

Copy of a Certificate of Suitability to
the monograph of the FEuropean
Pharmacopoeia (where available).
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1.5.5 Konust ceptrdukara Ha Mactep-Qaiii mia3mel, Copy of a Plasma Master File
BBIJITAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM Certificate issued by the competent
CTPaHBI-TIPOU3BOIUTEIS authority of the manufacturer’s own
(MIpu HATTUYHH) country (where available).

1.5.6 Komms ceprudurara Ha MacTep-Gaii BAKIIMHHOTO Copy of a Vaccine Antigen Master File
AQHTHUTCHA, BRIIAHHOTO YIIOJTHOMOYEHHBIM OpPTaHOM issued by the competent authority of the
CTPaHBI-TIPOU3BOIUTENS manufacturer’s own country (where
(npu HAJTUYM ) available).

1.6 JlokyMeHTBI IO NPOU3BOJCTBY: .

Manufacturing process documents

1.6.1 3aBepeHHas B YCTAHOBJICHHOM ITOPSIKE KOTIHS . .
ueﬁcIT)B IOH.[CF(})] JIOKyMEeHTa nozm?e K ITAIOILIETO Properly “certified copy of a valid

Y Y ’ P . document issued by the competent
COOTBETCTBHE NPOU3BOAUTENS (IIPOU3BOACTBEHHON . . .
FIOM@KH) 3aBISCMOrO HA PErHCTpAIIHIO authority of the Eurasian Economic

Union Member State, certifying
JIEKapCTBEHHOTO Ipenapara, TpedoBanusiM [1pasuin .
HaJUIeXalled MpOr3BOICTBEHHON NPAKTHKN compliance ~of the manufacturer

M P P (manufacturing site) of a medicinal
EBpa3uiickoro 3kKOHOMHYECKOTO COI03a, YTBEPIKIACMBIX . .

N . . product applied for granting a
EBpasuiickoii 5JKOHOMHYECKOH KOMUCCHEH, BBIIAaHHOTO . L .

TIOJTHOMOYEHHBIM OPTaHOM I'OCyapCcTBa — WiIeHa marketing  authorization  with the
Y . p yrap Requirements  of the  Eurasian
EBpasuiickoro 3kKOHOMHYECKOTO COI03a 3aBEPEHHEIC B . . .

CTaHOBJICHHOM IIOPSJIKE KOIIMH AEHCTBYIOIINX Economic Union Good Manufacturing
M p Y Practice subject to approval by the
JIOKyMEHTOB, MOJTBEPIKAAIOIIUX COOTBETCTBUE . . o

N Eurasian Economic Commission.

NPOU3BOJUTENS TPEOOBAHMSIM HaJIekKallen

MIPOU3BOACTBEHHOM MPAKTUKH, BbIIaHHBIE Properly certified copies of
YIOJIHOMOYCHHBIMU OPTaHAMHU CTPaHbI (CTPaH), B valid documents issued by the
KOTOPOM pacIioyiokeHa IPON3BOACTBEHHAs TUIONIA KA competent authorities of the country
(IPOM3BO/ICTBEHHBIE TUIONIA KU Ha Pa3HbIE 3TaIlbl or countries where manufacturing site
MIPOM3BOJICTBA), ¥ (MJIM) MHBIM YIIOJTHOMOYCHHBIM or manufacturing sites of different
OpraHoM, U IIPH HAJIWYUH IIPEACTaBUTD aJpec caiTa manufacturing steps is/are located
peecTpa BRITaHHBIX and/or other competent authority or
YIOJTHOMOYEHHBIM OPT'aHOM CePTH(PHUKATOB web-site of the Register of GMP
COOTBETCTBHS TPEOOBAHMUSIM HaIEKAIIECH certificates issued by the competent
MIPOU3BOJCTBEHHON IpakTHKH (Hanpumep, EudraGMP) authorities (e.g. EudraGMDP) (where
B MH(OPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON CETH applicable), certifying compliance of
«MHTepHET» the manufacturer with the Good
(ec1d MPUMEHUMO) Manufacturing Practice, where

appropriate.

1.6.2 3aBepeHHbIC B YCTAHOBICHHOM MOPSIKE KOIHU Properly certified copies of a wvalid
JCHCTBYIONIECTO pa3perieHust (JIMICH3UH) Ha manufacturer’s license (together with
MIPOU3BOJICTBO (BKIIIOUAS TIPUIIOKCHUS K HIM), annexes) issued by the competent
BBIIAHHOTO YIIOJTHOMOUEHHBIM OPTaHOM CTpPaHBI, B authority of the country where
KOTOPO# pacIioyiokeHa MPON3BOACTBEHHAs TUIONIA KA manufacturing site or manufacturing
(TPOM3BO/ICTBEHHBIE TUIONIAIKH Ha Pa3HbIE 3TaITbl sites of different manufacturing steps
TIPOU3BOJICTBA) are located

1.6.3 3aBepeHHbIC B yCTAHOBIICHHOM MOPSAKE KOIIHU OTYETOB

MHCTIEKIIMY TIPOU3BOACTBEHHOM MIOIMIAIKU
(TPOM3BOACTBEHHBIX IUIOMAA0K HA Pa3HbIE ATAIIBI
IIPOM3BOJICTBA) HA COOTBETCTBHE HAUISKAILCH
IIPOU3BOACTBEHHOH NPAKTUKE, IPOBEACHHOM
(IpOBEIICHHBIX ) YIIOJIHOMOYEHHBIM OPTaHOM
CTPaHBI-IIPOU3BOIUTES MIIM MHBIM YIIOJTHOMOYEHHBIM

Properly certified copy of a manufacturing site(s)
inspection report(s) on compliance with GMP
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
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OpraHoOM B T€UCHHE IOCIETHHUX 3 JIET C AaThl 04N
3asBJICHHS, C TUITAHOM M OTYETOM KOPPEKTUPYIOIIHX
meponpusituit (CAPA) nociie nHcniekmu

(npu HATMYMK)

actions (CAPA) taken following the inspection
(where available) (where available)

1.6.4 3aBepeHHasl B YCTAaHOBJIIEHHOM MOPSIKE KOTUS Properly certified copy of an agreement between
KOHTpPAaKTa (JIOTOBOpa) MEXKIy JepKaTeIIeM a medicinal product marketing authorization
PETHUCTPAIMOHHOTO yaocToBepeHus U npousBogureneMm | holder and a medicinal product manufacturer on
IO BOIIPOCaM COOITFONEHUS GMP compliance issues where the medicinal
TpeOoBaHUIT HaANIEKaIIe MPON3BOICTBEHHON product marketing authorization holder is not
MIPAKTUKH, €CITH JIEPKATENb PETHCTPALIMOHHOTO involved in manufacturing of the medicinal
YAOCTOBEPEHHsI HE yYacTBYET B IPOM3BOJICTBE product (where available)

JIEKapCTBEHHOTO Ipernapara
(Mpy HAJTUYMHU)

1.6.5 3aBepeHHast B YCTAHOBJICHHOM MOPSIIKE KOTIHS Properly certified copy of an agreement between
KOHTpaKTa (JOroBopa) Mex /1y KOHTPaKTHOU a contract manufacturing site and a manufacturer
MIPOM3BOJICTBEHHOM TUTONIAIKOH M Tpou3BoauTesieM o [ on GMP compliance issues where the whole
BOIIPOCaM COOJIOAEHHS TPeOOBaHUH Ha UIeKaILEeH manufacturing process or any step of the
MPOU3BOACTBEHHON MPAKTUKH, B CITy4asx, KOrma BeCh manufacturing process is carried out on contract
MIPOLECC WK OJMH U3 ATANOB MPOU3BOJCTBA manufacturing site (where applicable)
JIEKapCTBEHHOTO MpenapaTa OCyILIEeCTBISEeTCS Ha
KOHTPAKTHOW NMPOMU3BOACTBEHHON ILTOMIAIKE

(ecJIM IPUMEHNMO)

1.6.6 CBeznieHHs 0 MOOBIX PETYIATOPHBIX MEpax, IPUHATHIX Information on any regulatory action taken by
YIOJHOMOYEHHBIM OPT'aHOM, OCYIIECTBIISBIIEM the competent authority within previous 3 years
HMHCIIEKTHPOBaHNE B TEUECHHUE MOCIEIHUX 3 JIET IO beginning with the application date, based on the
pe3yiibTaTaM MHCICKIHIA (C JaThl Iofauun 3asBiieHus) B | outcome of a manufacturing site inspection
OTHOIIICHUH 3asIBJICHHOMN MPOU3BOACTBEHHOM utomanaku | (where available)

(Ipu HAJTUYMH)

1.6.7 [TucbMO YIOTHOMOYEHHOTO JIUIIA TI0 Ka4eCTBY O A qualified person letter certifying compliance
COOTBETCTBHH yCIIOBHI TPOU3BOACTRA 3asBiicHHOro Ha | of the manufacturing of a medicinal product
perucTpanuio JeKapCcTBEHHOTO Ipenapara applied for marketing authorization with the
TpeboBanusaM [IpaBun Haanexamield npousBoacTBeHHoON | Requirements of the Rules of the Good
MpakTUKy EBpa3zniickoro 5KOHOMUYECKOTO COI03a, Manufacturing  Practice of the Eurasian
yTBepkaaeMbIX EBpasuiickoil 5KOHOMUYECKON Economic Union subject to approval by the
KOMHKCCHEH, B TOM YHCJIE B OTHOIIEHNH HCXOIHBIX Eurasian Economic Commission including
MaTepHaJIoB ISl KaKIOH IPOU3BOICTBEHHOM starting materials at each manufacturing site
IUIOMIAIKH, UCIIOIB3YeMOii B IIpoIiecce MPON3BOIACTBA involved in the manufacturing of the finished
JIEKapCTBEHHOTO TIperapara U akTHBHOM product and of the active substance including
(apmarieBTHUECKOM CyOCTaHIMK, BKITIOUast TUIOMIaAKH, | sites where release testing or in-process testing is
Ha KOTOPBIX OCYILECTBIISIOTCSI KOHTPOJIb Ka4ecTBa U carried out. The letter shall be signed by the
KOHTPOJIb B MPOLIECCE qualified person and certified by the
MPOU3BOACTBA. [IMCHEMO JOKHO OBITH OAMUCAHO manufacturer’s seal and accompanied by the
YIMOJHOMOYECHHBIM JTHIIOM IO Ka4eCTBY U 3aBEPEHO translation into Russian where necessary.
MeYaThI0 (IITAMIIOM) IPOU3BOIUTENS IPH
HEOOXOMMOCTH C TIEPEBOJIOM Ha PYCCKHH S3bIK

1.6.8 CaezneHus 0 peklaMalusaX B OTHOIIEHUH Ka4ecTBa . .
JICKapCTBEHHBIX NPENapaToB, IPOU3BECHHBIX Ha Infomgtmn on product quality related
MIPOU3BOJICTBEHHOM TUIOIIA/IKE 3asBISIEMOTO K complaints if those products. haye been
PETHCTpaLiHK JIEKapCTBEHHOTO Iperapara, 3a mangfactured by the mam.lfacturmg site Wh?re
Hocentue 3 roa med1(:1.na1. pr.oduct applied for marketing

authorization is to be manufactured, gathered
(ecaIu MPUMEHUMO) o1 . .
within previous 3 years, where appropriate.
1.6.9 Cornacue Ha poBeieHue (papMarieBTHIECKOM The consent to be a subject of a pharmaceutical

HWHCIIEKIIMY Ha COOTBETCTBHE TpeboBaHusM [IpaBui

inspection for compliance with the requirements
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HaJJIeXallel TPOU3BOACTBEHHON NPAKTUKU
EBpa3uiickoro 3KOHOMHUYECKOTO

CO103a, YTBepK1aeMbIX EBpa3uiickoil 3KOHOMUYECKON
KOMUCCHEN

of the Rules of the Good Manufacturing Practice
of the Eurasian Economic Union subject to
approval by the Eurasian Economic Commission

1.6.10 3aBepeHHas 3asiBUTENIEM KOIUSI OCHOBHOT'O J10ChE . .
N N A copy of manufacturing site(s) master file
(MacTep-daiina) IpOU3BOACTBEHHOH IO IKH . . .
certified by the applicant (where applicable).
(TTIpOM3BOCTBEHHBIX IUIOMIA IOK)
(ecJI NPUMEHHUMO)

1.6.11 CxeMa 3TaroB IPOU3BOACTBA C YKA3aHUEM BCEX The description of the finished product and
MPOU3BOJICTBEHHBIX IIJIOMAA0K, 3a/IeHCTBOBAHHBIX B active substance manufacturing process steps
npoIiecce MPOM3BOACTBA JiekapcTBeHHOTO npenapara u | reflecting all manufacturing sites including
aKTHBHOH (papMalnieBTHYeCcKOl CyOCTaHIINH, BKIFOYast testing sites.

BBIITYCKAKOIINI KOHTPOJIb KaueCTBa
1.7 HNudopmanus o cnennaaucrax .
bop Information about the Experts

1.7.1 Wudopmanus (kpaTkoe pe3toMe) O CreHaIncTe, Information (brief summary) about the Quality
ITOATOTOBHBIIEM PE3IOME 110 KaYeCTBY Expert

1.7.2 Wudopmanus (kpaTkoe pe3toMe) O CIeHaIncTe, Information (brief summary) about the
MOJITOTOBUBILIEM Pe3IOME MO JOKINHUYECKUM JaHHBIM Non-clinical Expert

1.7.3 HNudopmanus (kpaTkoe pe3romMe) O CrelruaInucTe . . .

bop (kp P ) ’ Information (brief summary) about the Clinical
MTOJITOTOBHUBIIIEM PE3IOME M0 KIIMHHYCCKUM JTAHHBIM
Expert
1.8 Crnenuduyeckue TpedOBAHUA I Pa3JTHUYHBIX . . .
¢ TP P Specific requirements for Different
THTIOB 3asIBJICHUIi: s
Types of Applications
1.8.1 ITuceMo neprkarenst perucTpalioHHOrO YA0CTOBEPEHUS . .
siep P pal e p A letter of a marketing authorization holder on
0 JIOTIOJTHUTEEHOM TOPTOBOM HAMMEHOBaHUH o -
an additional brand name of a medicinal product,
JIEKAPCTBEHHOTO Mpernapara .
where applicable
(ec1u IPUMEHUMO)
1.8.2 JIOKyMEHTBI TI0 KIITMHUYECKIM HCCIICIOBAHUAM Information relating to Clinical Trials, where
(eci1 MPUMEHHNMO) applicable

1.8.3 Tabmuia ¢ mepedHeM KIMHAYECKIX HCCIeIOBAHIH Tabulated list of clinical trials, where applicable
(ecJu MPUMEHHUMO)

1.8.4 [TuceMo meprkarerst perucTpaoHHOro ynoctoBepenus | A letter of a marketing authorization holder on
0 COOTBETCTBUHU KIIMHUYECKUX UCCIICTOBAHIMA compliance of clinical trials of a medicinal
3asIBJICHHOTO Ha PErUCTPAINIO JIEKAPCTBEHHOTO product applied for a marketing authorization
npenapara TpeOoBaHHSIM with the requirements of the Rules of the Good
[IpaBun Hajuexamel KIMHUYECKON MTPaKTUKN Clinical Practice of the Eurasian Economic
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, yTBepkaaeMbix | Union subject to approval by the Eurasian
EBpasuiickoii 5kOHOMHYECKOH KOMUCCUEH Economic Commission

1.9 OKYMEHTHI 3asIBUTEJISI 00 OIleHKE MOTEHIHAJILHOM . .

Aoy o Applicant’s documentation for the
ONMACHOCTH ISl OKPYKAKOIIEi CpeIbl 2 .
environmental risk assessment (where
(npu HATUYMHU): .
available)
1.9.1 IIucbMo 3asiBUTENS O TOM, UTO JEKAPCTBEHHBIE

TIperapaTsl COAePKaT TeHETHYCCKU
MOIU(HUIIPOBAHHBIE OPTAHU3MBI WIIH TIOITY9ICHBI U3
HUX (€ecJiM MPUMEeHHMO)

A letter of an applicant notifying that medicinal
products contain or produced from genetically
modified organisms (where applicable).
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1.10

HNudopmanus orHocuTebHO hapMakoHaa3opa
3asiBUTeJISl B rocyiapcTBe — 4wieHe EBpasniickoro
9KOHOMHYECKOI0 01032

Information relating to applicant’s
pharmacovigilance activities in a
Eurasian Economic Union Member
State

1.10.1 Macrep-aiin cuctemsl papMakoHaa30pa AepiKaTens Marketing ~ authorization  holder’s
PETUCTPAIIOHHOTO YJOCTOBEPEHUS B COOTBETCTBHH C pharmacovigilance system master file
HaJUIeXalleH MpakTHKOW (apMakoHaa30pa drawn up in accordance with the Good
EBpa3uiickoro 3KOHOMHYECKOTO COI03a WM KpaTKast Pharmacovigilance Practice of the
XapaKTepUCTHKa CHcTeMbl (hapMakoHa3opa aepxkarens | Eurasian Economic Union and a brief
PETUCTPAIMOHHOTO YIOCTOBEPEHHUS description of a marketing authorization

holder’ pharmacovigilance system

1.10.2 [MuceMeHHOE TTOATBEPKICHHUE TOTO, UTO JepPIKATEINh A written confirmation by the
PETHUCTPAIIIOHHOTO YIOCTOBEPEHHUS IMEET B CBOEM marketing authorization holder that
pacopsHKeHUH  KBATMU(HUIIMPOBAHHOE JIAIIO, there is a qualified person responsible
OTBETCTBEHHOE 3a (hapMaKOHaI30p Ha TEPPUTOPUH for pharmacovigilance at his disposal
rocyaapcTsa — 4ieHa EBpa3uiickoro 3KOHOMHUYIECKOTO within a Eurasian Economic Union
coro3a Member State

1.10.3 IInan ympaBieHus: puckaMH Ha JIEKapCTBEHHBIN The Risk Management Plan for a
npenapar, 3asBIIsieMblil Ha PErUCTPALUIO B medicinal product applied for a
COOTBETCTBHH C TpeboBaHusiMU [IpaBni HauexKale marketing authorization drawn up in
MIpakTHKH (hapmakoHa30pa EBpasuiickoro accordance with the requirement of the
SKOHOMHYECKOTO COI03a, yTBepxkaaeMbIx EBpasuiickoit | Rules of the Good Pharmacovigilance
SKOHOMHUYECKON KOMHUCCHEN Practice of the Union. The Risk
(ecJiM MPUMEHNMO) Management Plan may be submitted

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

1.10.4 JIoKyMEeHTBI, 3aBepeHHbBIC HA/IISKAIUM 00pa3oM, Properly certified written confirmation
HOATBEPKAAIOIINE HATNYNE B3aUMOICHCTBYS, that more than one legal persons will
00ecIeurBaroOIIero Hayie)xalee BhIIOJTHEHHE respect all obligations of a marketing
HECKOJIBKUMH IOPUANYECKUMHU JTULIAMHU BCEX authorization holder where marketing
005I3aHHOCTEH JepIKaTeIsT PErUCTPAIHOHHOTO authorization for a medicinal product
YAOCTOBEPEHUS was granted to different legal entities
(ecJI NPUMEHNMO) (where applicable).

1.11 Komnuu 1oxyMeHTOB, NOATBEPKAAIOMUX PETUCTPALUIO Copies of documents confirming the trademark
TOBapHOTO 3HaKa registration (where applicable)

(TpH HAJTHYHNH)
MOJVJIb 2. Part 11
PE3IOME OBLIET'O COMMON TECHNICAL DOCUMENT
TEXHUYECKOI'O JOKYMEHTA SUMMARIES

2.1 Copepxanne MOJAVJID 2 Table of contents of Parts 2

2.2 Beenenne B OT]] Introduction to CTD

2.3 Ob1ee pe3roMe o Ka4eCTBY Quality Overall Summary

2.4 0030p JOKIMHHYECKUX AAHHBIX Nonclinical Data Review

2.5 0030p KIUHUYECKUX JAHHBIX Clinical Data Review

2.6 PesroMe mo JOKJIMHUYECKUM HCCISIOBAHUSIM Nonclinical Summary

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

2.6.2 PesroMe hapMaKoIornuyeckux JaHHBIX B BUJIE TAOJIMI] Pharmacology Tabulated Summary
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2.6.3 PesroMe (apMaKOKHHETHIECKUX JTaHHBIX B TCKCTOBOM Pharmacokinetics Written Summary
dbopmare

2.64 Pesiome hapMakOKHHETHUECKHX JaHHbBIX B Buje Tabnuil_| Pharmacokinetics Tabulated Summary

2.6.5 Pe3roMe TOKCHKOIOTHUECKUX JaHHBIX B TEKCTOBOM Toxicology Written Summary
dhopmare

2.6.6 Pe3ioMe TOKCHKOJIOTHYECKUX TaHHBIX B BUJIC TAOIHIL Toxicology Tabulated Summary

2.7 Pe3tome KIMHMYECKHUX JaHHBIX Clinical Summary

271 Pestome 6nodapmaneBTHIECKUX UCCIEAOBaHUHN U Summary of Biopharmaceutic Studies and
CBS3aHHBIX C HUMH aHAJUTHUYECKHX METOIOB Associated Analytical Methods

2.7.2 Pestome uccneaoBanuii o KIMHUYECKON Summary of Clinical Pharmacology Studies
(hapmakooruu

2.7.3 PesioMe 110 KITMHUYECKO# 3D dhekTHBHOCTH Summary of Clinical Efficacy

2.7.4 Pe3roMe 110 KIIMHUYECKOM 0e30MacHOCTH Summary of Clinical Safety

2.7.5 Konuu ncronb30BaHHBIX JIUTEPATYPHBIX HCTOUHUKOB Copies of used literature references

2.7.6 Kpartkuii 0030p UHIUBHIYATbHBIX UCCACIOBAHMIT Synopsis of Individual Studies

MOAVJIb 3. Part 3.
KAYECTBO QUALITY.

3.1 Cozaepsxanue MOIyst 3 Table of contents

3.2 OCHOBHBIC CBEJICHHS Basic Data

3.2.8 AxrtuBHast papmarierudeckas cyocranius (ADC), ms | Active Pharmaceutical Substance (APS) for drugs
JIEKapCTBEHHBIX MIPENapaToB, COAEPIKAIINX HECKOIBKO containing several active (active) substances, the
AKTHBHBIX (JIEHCTBYIOIINX ) BEIIECTB, HH(POPMAIIHs information is presented in full regarding each of
MPEJCTABISIETCS B TIOJIHOM 00bEME OTHOCUTEIBHO them **
KKJI0T0 13 HuX**

3281 Oo6mast nH(pOpPMALIHS OTHOCHTEIFHO UCXOITHBIX General information on raw materials and raw
MaTepHUaIoB U ChIPbs ™ * materials **

3.2S5.1.1 HNudopmanus o HanMeHoBaHNH ADC** Name information of APS

3.2.5.1.2 Crpykrypa ADC** Structure of APS**

3.2.8.1.3 O6mme ceoiictea ADC** General Properties of APS**

3.2.5.2 IIponecc npoussoactea ADC Manufacturing process of APS

3.2.5.2.1 IIpousBoauTenp** Manufacturer

32.822 Omnucanue Npou3BOJICTBEHHOTO IpoLecca 1 ero Description of Manufacturing Process and Process
KOHTPOJIS Controls.

328.23 KoHTpOJIb MCXOIHBIX MaTepUaioB Control of initial materials

32824 KoHTposb KpUTHYECKUX CTaqUi U MPOMEXKYTOUHOM Control of Critical Steps and Intermediates
MPOAYKIIMH

32825 Baymnanus mpousBoncTBeHHOr0 nporecca u (uian) ero | Process Validation and/or Evaluation
OIICHKA

3.2.8.2.6 Pa3paboTka Mpou3BOACTBEHHOI'O IpoLecca Manufacturing Process Development

3.2.5.3 Onucanue xapakTepucTuk AQC** Description of Characteristics of APS**

3.2.8.3.1 ITonTBeprkJIeHUE CTPYKTYPBI U IPYTHX XapaKTEPUCTUK Elucidation of Structure and Other Characteristics

3.2.8.3.2 IIpumecn** Impurities

3.2.5.4 Kourpoius kauectsa ADC** Quality control of APS**

3.2.54.1 Crnenuduxanms™* Specification**

3.2.8.4.2 AHaTUTHYECKHE METOTUKH ™ * Analytical Procedures

32843 Banugaius aHaTHTHIECKUX METOIUK Validation of Analytical Procedures

3.2.8.4.4 Amnanussl cepuil (pe3ybrarsl aHaIU3a cepuii) ** Batch Analyses (results of the batch analysis)

3.2.54.5 O0ocHOBaHKE creM(DUKAIIIH Justification of Specification

3.2.8.5 CraHgapTHbIe 00pas3ibl HIH MATEPHAIIBI Reference Standards or Materials

3.2.8.6 Cucrema yIakoBKHy (YKYHOpKH )** Container Closure System

3.2.8.7 CrabWILHOCTE** Stability

32.8.7.1 Pe3roMe 0 UCTIBITAHUAX CTAOMIBHOCTH U 3aKirodeHne o | Stability Summary and Conclusions

cTabWIbHOCTH* *

15




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

3.2.8.7.3 JlaHHBIC UCOBITAHUI 0 cTa0MIbHOCTH * Stability Data

3.2.P JlekapCTBEHHEIN IIpemapar Drug Product

32.P1 OnucaHue ¥ cOCTaB JIEKAaPCTBEHHOIO IIpenapara Description and Composition of the Drug Product

3.2.P2 DdapmaneBTHYeCKas pa3padoTKa Pharmaceutical Development

3.2.P2.1 KoMIOHEHTHI JIEKapCTBEHHOTO Tpernapara Components of the Drug Product

3.2.P2.1.1.3 | AxruBHas GapMalieBTHUECKAs CYOCTAHIUS Active Pharmaceutical Substances

3.2.P2.1.2 BcrnomorarenbHbIC BEIIECTBA Excipients

3.2.P2.2 JlexapcTBEeHHBII npenapar Drug Product

3.2.P2.2.1 PaspaboTka J1eKapCTBEHHOM GOPMEI Formulation Development

3.2.P2.2.2 TIpon3BoACTBEHHBIE U30LITKH Manufacturing Overages

3.2.P2.23 DU3NKO-XUMHUECKHE M OMOJIOTHUECKHE CBONCTRA Physicochemical and Biological Properties

3.2.P2.3 PazpaboTka Mpou3BOJACTBEHHOTO IIpoliecca Manufacturing Process Development

3.2.P2.4 CucreMa yrmakoBKHU (YKYIOPKH) Container Closure System

3.2.P2.5 MUKPOOHOIOrHYECKHE XaPAKTEPHUCTUKH Microbiological Attributes

3.2.P2.6 COBMECTUMOCTD Compatibility

3.2.P3 TIporecc Mpon3BOACTBA JICKAPCTBEHHOTO Mperapara Manufacture of the Drug Product

3.2.P3.1 TIpousBoauTenu Manufacturers

3.2.P2 dapmanesTnyeckast paspadoTka Pharmaceutical Development

3.2.P2.1 KoMITOHEHTBI JICKAPCTBEHHOTO IIperapara The components of the drug product

3.2.P2.1.1 AxTuBHas dapMalieBTHUECKas CyOCTaHIUS Active Pharmaceutical Substances

32P2.1.2 BcnomorarensHbIe BEECTBA Excipients

3.2.P2.2 JlexapCTBEHHBII TIpenapar Drug Product

3.2.P2.2.1 Pa3paboTka JexkapcTBEHHON (hOpMBbI Formulation Development

3.2.P2.2.2 IIpou3BoACTBEHHBIC H30BITKH Manufacturing Overages

3.2.P2.2.3 DU3UKO-XUMHYECKHE U OMOTOTMYECKHE CBOMCTBA Physicochemical and Biological Properties

3.2.P2.3 Paspaborka npon3BOJACTBEHHOTO MIPOLECCa Manufacturing Process Development

3.2.P24 Cucrema yIIakoBKHU (YKYIIOPKH) Container Closure System

3.2.P2.5 MUKpOOHOIOTHICCKHE XapaKTSPUCTHKHI Microbiological Attributes

3.2.P2.6 COBMECTUMOCTD Compatibility

3.2.P3 IIportecc Npon3BOACTBA JEKAPCTBEHHOIO Npernapara Manufacture of the Drug Product

3.2.P3.1 TIpousBoauTenu Manufacturers

3.2.P3.2 CocTaB Ha cepuio (TPOU3BOJCTBEHHAS PEIICTITYPa) Manufacturing formula

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

32.P34 KoHTposb KpUTHYECKHUX CTaqUi U MPOMEXKYTOUHOM Controls of Critical Steps and Intermediates
MPOAYKIIMH

32.P35 Banmganust mpon3BoICTBEHHOTO TIpoliecca U (M) ero Process Validation and/or Evaluation
OIICHKA

3.2.P4 KoHTposIb KauecTBa BCIOMOTaTEJILHBIX BENECTB Quality Control of Excipients

3.2.P4.1 Cuerudukaimm Specifications

3.2.P42 AHanUTHYECKNEe METOUKU Analytical Procedures

3.2.P4.3 Banuianus aHaIMTHYECKUX METOIUK Validation of Analytical Procedures

3.2.P4.4 O60cHOBaHNUE crienu(uKaImin Justification of Specifications

3.2.P4.5 BcnomorarenbHbIe BEIIECTBA YETOBEUECKOTO U Excipients of Human or Animal Origin
JKHBOTHOI'O MPOMCXOXKICHUS

3.2.P4.6 HoBble BcmoMorareapbHbIe BEIIECTBA Novel Excipients

3.2.P5 KoHTpoIb KauecTBa JeKapCTBEHHOTO Mpernapara Quality Control of the Drug Product

3.2.P5.1 Crnennduraryu Specifications
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32.P52 Ananutnueckue Metoquku. ITpoexT HopMaTuBHOrO Analytical Procedures. Project quality normative
JIOKyMEHTA 110 Ka4e€CTBY, IOATOTOBJICHHBIN B document prepared in accordance with
COOTBETCTBHUH C PEKOMECHIAIMSIMHU, YTBEPKIACMBIMHU recommendations approved by the Eurasian
EBpasniickoil 5KOHOMHUYECKOH KOMHUCCUEH* ** Economic Commission ***
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3.[Noga4va 3asaBku Ha peructpauyuno MU

BuibpaTtb pasgen Pernctpaums HaxaTb Ha nogpasgen Pernctpaums MU

3.1 3agBka

Bo Bknaake 3asiBKa He06x04MMO 3aMnonHUTL CrieayoLyo MHopMaLUmio:

Toproeoe HaumeHoBaHue (En) (Ru) (Kg)

HasnauyeHne MU

O6nactb npumeHeHns M

Knacc pucka

GMDN

Bbibpatb nmeetcs nn JIC B coctase MU

Cpok rogHOCTU B MecsLax

Ycnosusi xpaHeHus (Npu Boibope VHble ycnosust xpaHeHns Heobxoaumo 3anonHuTb
norne [lpyrue ycnosus xpaHeHus)

3.2 [NponssoguTtenu

Bo Bknagke Mpoussogutenun nHdopmMaLmio He0O6Xo0ANMO 3anofHNTbL cnegywmm obpasom:
HaxaTb Ha kHonky New Onsa aktMBaumm cnvcka Bblbopa npomnssoanTenemn

M3 BcnnbiBatoLLEero cnmcka nog pasgenom KomnaHms Bbibpatb KOMNaHULO
B none Tun koMnaHuun BbIGpaTbL TUN KOMMAHUK

3anonHnTb agpec B none Agpec

BbibpaTtb cTpaHy B none CTpaHa

Haxatb kHonky [Jo6aBuTb

Ecnu owmbnuce MOXHO yaanuTb ¢ noMoLbo KHorku Delete
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3.3 PY B opyrux ctpaHax

Bo Bknagke PY B apyrMx cTpaHax HeoOxoauMo 3anoHUTb CneayoLyo MHopMaLuuio:
- HaxaTb Ha 3Hak + B npaBoMm yrny
- Bsectun nopsgkosbin Homep B ctonbue Ne
- BbibpaTtb cTpaHy B ctonbue CtpaHa
- Beectu Homep PY B cTtonbue Homep PY
- Beectu gaty Beligaun PY B ctonbue [JaTta Havana
- Beectu cpok genicteus PY B rogax B ctonbue Cpok gencreus
- Haxatb Ha CoxpaHuTb.
Mpn HEeOBXOAMMOCTM MOXHO peaakTMpoBaTh UMW YAanUTb 3anuchb.

3.4 YnakoBka

Bo Bknagke YnakoBka HeOGXOAMMO 3aMONHUTL CNEAyHoLLY0 MHOPMALIMIO:
Mepen Tem kak HayaTb 3anonHATL MHADOPMaLMIO HEOBXOAMMO HaXaTb Ha kHornky CosaaTb
361 NICuMMU - ANIEKTPOHHASA BA3A JAHHBIX JIC u MU v1.2.5

14.11.2023 Peructpauus sansku

Ynakoeka
Mogenb
LTpux-koa MonHoe Toproeoe HauMeHoBaHue *

[Hosa(in vitro) * KomnnekTauus MU * -

MYeCTBO B ynakoBke * Yi DuHas eguHULa * hd

Ko. DBKI aKOBO

MonHoe Toprosoe in vit
Mopens LWTpux-kon P! YnakoBo4Has eauHuLa Komnnekrauna MU KonuyecTso B ynakoeke Jloza(in vit
HavMeHoBaHWe

- Mogenb

- WTpux-kog

- [lonHoe ToproBoe HaMMeHoBaHUe
- [osa (in-vitro)

- BbibpaTb KOMMnekTauuto

- BBecTu KONMYECTBO B yNaKOBKe

- BbIGpaTb ynakoBo4YHYIO eauHULY
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3.5 AnekTpoHHoe focke (e-CTD)

Mocne TOro, kak Bbl COXpaHWUTe 3asiBKy BaM HeobxoanmMo oTnpaBuTb 3asiBKy Ha atan e-CTD, roe
Bbl OyaeTe 3arpyxartb 3feKTpoHHOe Aockbe. [ns aToro Heobxoanmo Haxatb Ha KHonky e-CTD.

1006 - 23.08.2023 - "Medea Pharm"

CoxpaHuTb BepHyTbCs K cnMcky

Homep 3anBku [ata 3asBneHus *

OnekTpoHHOe fgocbe 3arpyxaetcsa B AJ1IC n MU npn M3 KP yepes cneumanbHoOe NpunoxeHune
e-CTD. BaxHo, anga toro,4tobbl e-CTD nponycTui Balle 3reKTPpoOHHOE 4OChe HEODX0AMMO
npuaepxmBatbcs doopmara HUxe.

3.6 ®opmart e-CTD gna MU

KO/l | HanmeHoBaHHEe TOKYMEHTAa

1 JIOBEpEHHOCTh OT TMPOW3BOAMTENS HA [PaBO MPEACTABIEHHs HWHTEPECOB MpPU perucrpanuu  (mpH
HEO0XOIUMOCTH)
2 Korust pa3peniureb-HOro JOKyMEHTa Ha MPABO MPOU3BOACTBA B CTPAHE-IIPOU3BOUTEIIE C TPHIOKEHHEM

(pu HamMUMK)

3 Kommu ceprudukaToB Ha ccTeMy MEHEDKMEHTA KadecTBa MPOU3BOIUTENS MeaunuHCKuX u3nennii (MCO
13485 m1060 cOOTBETCTBYIOLIMI PErHOHAIBHBIA MM HAlIMOHAIBHBIN CTaHAAPT)

(ipm HaTTIIWT)

4 Jexmapanys 0 COOTBETCTBHH TPeOOBaHMAM 0e30MacHOCTH U 3PPEKTUBHOCTH METUIIMHCKAX U3ICIUH WITH
9KBUBAJICHTHBIH JOKYMEHT

(pym HATTHYWU)

5 Komust perucTpalinoHHOTO yI0CTOBEPEHHS, BBIIAHHOTO B CTPaHE IMPOU3BOAUTENS, C IPEACTABICHUEM
3aBEPEHHOTO IIEPEBOIA Ha PYCCKHUH S3bIK

(pu HaTMYUH)
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KOJ,

HaunmeHoBaHue J0KYMeHTA

Komust mokymMeHTa, yIoCTOBEPSIONIETO PErUCTPAINIO B IPYTUX CTPaHaX

(pu HaTMYUH)

JlaHHble 0 MapKHpOBKE M YHaKOBKe (TIOJHOIIBETHHIE MaKeThl YNAKOBOK M ITHKETOK, TEKCT MAapKHPOBKH Ha
o(UIMaTbHOM M /UITH TOCYAaPCTBEHHOM SI3bIKE)

HIrpux-kox GTIN (EAN13; npennasHaueH aj1st yHUKaJIBHOM NASHTH(UKALUY TPOIAYKTA)

(Tipu HaTTIIW)

I/IH(i)OpMaL[I/IiI o pa3pa60T1<e 1 IIPOU3BOACTBEC: CXEMBbI ITPOLECCOB NPOU3BOACTBA, OCHOBHBIX CTaHI/Iﬁ
MMPOU3BOACTBA, YIIAKOBKE, UCHIBITAHUAX W MTPOUCAYPaX BbITYCKa KOHCYHOTI'O MPOAYKTA

10

CBC,I[GHI/ISI O MPOU3BOAUTECIIC. HAMMCHOBAHUC, BUJ NACATCIIBHOCTH, IOPI/II[I/I‘IGCKI/Iﬁ aapec, (bopMa COOCTBEHHOCTHU

11

Coo0meHns 0 HeCYaCTHBIX CIIydasx U OT3bIBaX (MH(POPMAIUS HE PEIOCTaBIIeTCS Il BHOBD pa3paboTaHHBIX
U CHIPOSKTUPOBAHHBIX MEITUINHCKUX U3/ICIHIA):

CIIHCOK HEXKETaTebHBIX COOBITHH MM HECYACTHBIX CIy4acB, CBSI3aHHBIX C NCIIOIB30BAaHUEM U3AEIHS, U
yKa3aHHe MEpUO/ia BpEMEHH, Ha TIPOTSDKEHUH KOTOPOTO MPOMCXOANIN YKa3aHHBIC CITydau;

€CJI HeXKeJIaTeTIbHBIX COOBITHHA CIUIIIKOM MHOTO, HEOOXOIUMO IPETOCTABUTh KPaTKUE 0030pPHI 110 KAXKAOMY U3
THTIOB COOBITHII M yKa3aTh 001IIee KOTMIECTBO COOBITHIA KaKIOTO THIIA, O KOTOPBIX IMTOCTYIIATN OTYETHI;

CITUCOK OT3bIBOB C pPbIHKa MEJUIIUHCKUX I/ISI[EJ'H/Iﬁ u

(I/IJ'II/I) HOACHUTCIIbHBIX yBeZlOMHeHI/Iﬁ 1 OIMMCaHUEC Moaxoga K paCCMOTPEHUIO 3TUX npo6neM " UX pCIICHUIO
TMPOU3BOAUTECIIAMU B KAXKJIOM U3 TAKUX CJIy4acCB,

OITMCaHUe aHaJIM3a U (MJIM) KOPPEKTHPYIOIINX JICHCTBUH, TPEANIPUHSATHIX B OTBET Ha YKa3aHHbIE CIIydan

12

[lepedeHs cTaHIAPTOB, KOTOPBIM COOTBETCTBYET MEIUIIMHCKOE M3IEIIHe
(c yka3zaHHEM CBEJICHHI O CTaHIApTaX)

13

CBC,I[GHI/ISI O COOTBETCTBUH MCIHUIIMHCKOI'O U3OCIINA O6H.[I/IM Tpe60BaHI/I$IM 0e30IaCHOCTH U 9(1)(1)6KTI/IBHOCTI/I
MCEIUIMHCKHUX PI3I[GJ'II/II>1, Tpe60BaHI/I$IM K UX MapKUpPOBKC U SKCHJ'IyaTaIII/IOHHOf/‘I JAOKYMCHTAIIUN HAa HUX

14

JIOKyMEeHT, yCTaHaBJIMBAIOIIUH TPEOOBaHMS K TEXHUUECKUM XapaKTePHUCTHKAM MEAUIIMHCKOTO M3IEITHsI

15

HpOTOKOHI)I TEXHUYCCKUX l/ICHI)ITﬂHI/lﬁ, IMMPOBEACHHLBIX B LHEIAX JOKA3aTCJIbLCTBA COOTBETCTBUA O6H11/IM
TpeOOBaHUSIM

16

IIpoToKoIbI HCCiieoBaHU (MCIIBITAHHIT) IO OICHKE OMOIOTUYECKOr0 ICHCTBHS MEIUIIMHCKOTO M3ICIIHs,
MPOBENICHHBIX B IEJISIX JOKA3aTeIbCTBA COOTBETCTBHS OOIINM TPEOOBAHHUSIM

17

OT4eT 0 KIMHUYECKOM J0Ka3aTcCJIbCTBEC 3(1)(1)6KTI/IBHOCTI/I 1 0€30I1aCHOCTH MCIUIMHCKOI'O U3aCIUS
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KOJ,

HaunmeHoBaHue J0KYMeHTA

18

Otuer 00 aHanM3e pUCKOB

19

JlaHHBIE O JEKAPCTBEHHBIX CPEACTBAX B COCTABE MEIUIIMHCKOIO W3ens (COCTAB JIEKApCTBEHHOTO CPE/ICTBA,
KOJINYECTBO, JAHHBIE O COBMECTHMOCTH JICKAPCTBEHHOTO CPEICTBA C MEAUIIMHCKUM U3JEIHEM, O PETHCTPALN
JIEKapCTBEHHOTO CPECTBA B CTPaHE-IPOM3BOUTEIC)

20

JlaHHBIC 0 OHOIOTHYECKOM 0€30MacHOCTH

(pu HaTMYUM)

21

JlaHHBIE O TIpOLIEAYPE CTEPHIIN3AIINHU, BKITIOYast UH(HOPMAIIKIO 0 BAIMIAIMH MIPOIIecca, PE3YIbTaThl
TECTHPOBAHUS Ha COEPIKaHIE MUKPOOPTaHU3MOB (CTENEHb OMOJIOTHYECKON HArpy3KH), TUPOTEHHOCTH,
CTEPIIIBHOCTH (IIpH HEOOXOIUMOCTH), C YKa3aHHEM METOJ0B IIPOBEICHHS NCTIBITAHUHN, W JAHHBIE O BAAIAIINN
YIaKOBKH

(st CTepUITHHBIX W3ETIHH )

22

HNudopmanus o crenydaibHOM IPOrpaMMHOM 00€CIICUCHHH, CBSICHHS IPOU3BOAUTEIIS O BaTHIAIIMN
MPOTPAMMHOTO 00eCTIeueHUs

(mpu HaTMYUM)

23

Ortuer 00 HUCCICAOBAaHUAX CTaOUIBLHOCTH — C AYTCHTUYHBIM IEPEBOAOM Ha py'CCKI/Iﬁ A3BIK PE3YJILTATOB U
BBIBOJIOB HUCIBITAaHUH JJIsL H3Z[eJ'IHI71, HUMCIONIUX CPOK XPaHCHUA

24

3KC1'IJ'IyaTaI.IPIOHHLII7[ AOKYMCHT WJIM UHCTPYKIUA 110 MIPUMEHCHUTIO MEJUIITUHCKOI'O U3ACTINUA

25

PyKOBOJ_'[CTBO IO CCPBUCHOMY O6CJ'Iy)KI/IBaHI/IIO (B YaCTU KOMIUICKTYIOIUX MEUIIUMHCKOT'O I/I3[[eJ'II/IH) — B CJIydyac
OTCYTCTBUSA NAHHBIX B 3KCHJ’IyaTaHPIOHHOI71 JOKYyMCHTallun

(ipu HaTTHYWUH)

26

Otyer 00 MHCIIEKIIMY TPOM3BOACTBA (IIPU HATHIHN)

27

IInan c60pa 1 aHaJin3a JaHHBIX I10 0E30IMaCHOCTH U 3(1)(1)6KTI/IBHOCTI/I MCIUIMHCKUX 1/13z[em/n71 Ha
MOCTIIPOAAKHOM JOTalle

(Tipu HaTTIYUH)

28

Z[OKYMCHTBI, MOATBEPIKAAOIINEC PE3YIIbTATHI HCIBITAaHUA MCEIUIMHCKHUX I/IS,Z[GJ'II/Iﬁ B LCJIAX YTBCPIKACHHNA THUIIA
CpeacTB H3M€peHHI7[ (B OTHOIICHNH MCIUITNMHCKHUX I/I3I[CJ'IPII>1, OTHCCCHHBIX K CpEACTBAM I/I3Mep€HI/If/'I)

(pu HEOOXOAUMOCTH)

BaxHo, 4yTobbI thannbl 6binin B popmate pdf.
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BaxHo, 4To6bl HAaMMEHOBaHWe hannoB COOTBETCTBOBANO KOANPOBKE, YKa3aHHbIX BbILE NO
cton6uom KO[.

dann gomkeH HaMMeHOBaTbCA CrieayoLWmMM 06pas3oMm:
- Howmep koga v popmart pdf

Mpumep HanmeHoBaHWe hannos:

1.pdf

2.pdf
3.pdf

28.pdf

KOHELL JOKYMEHTA
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