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Ha Ns BlA

Itepieu r.r rcau cy6 t enrie
focrroAaproBaHHq, qxi rlifi cHrororb
lirurruicrr, 3 Br{po6Huqrea
,rinapcrnrrx 3aco6ie, inrnopry,
orroBoi .ra po3Api6noi ropriBri
JriKapcbKuMr.r 3aco 6awu ra
3acrocyBaHHfl riKapcbKux 3ac06iB

V sR'tsKy i: rra4xoAxeul{flM ao /(epNaBHoi cny}K6u Vxpaiun 3 JriKapcr,Kux
3aco6iB ra KoHTpoJrro 3a HapKorHKaMH ra AeplKaBHoi cnyxSrz s nir<apcbKr4x 3aco6iR
'ra KoFIrpoJIro 3a HapKorrrKaMyr y f,niuponerpoBcbKifi o6lacri (aali - CnyN6a)
rrI4cJIeHlIHX 3anHTaHb BiA cy6'errin rocnoAaproBaHHfl, sxi seificHrororb Ai.smriicrr s

BHpo6IIHTITBa lixapcr,xnx 3aco6iB, ivnopry, onroBoi Ta pos4pi6noi TopriBni
rixapcsxur,ru 3aco6ax4lr ra 3acrocyBiuiHrr JrinapcbKr{x 3aco6iB uloAo rpaKTyBaHHtr
incfopr,rauii npo crpoi{ 3aKiHrreHHfl repMi}ry rrpHAarHocri lixapcrxax 3aco6iB,
HaHeceHoi Ha yuaxoBKy 3 Br{KopHcraHH-rrM Hanucy 3 npr4craBKoro (Ao)> (Uo 0512022),
ra BpaxoByrorrr4 Jrr4cT AHpeKTopaTy sapMaueBTr4rrHofo 3a6e3reqeHHf, MiHicrepcrea
oxopoHpi 3llopoB's Vr<paiura C:ry>x6a 3 N4eroro iuoopllynaHH.f, Ta BpaxyBaHH,fl B

poSori rroniAovrrre rrpo Fracryrr{e.
Ilporte:typa BH3FrarleHHr ra o6qacrerrH-s repilriny npr.iAarHocri rixapcbKoro

3aco6y BH3HaLreFra y HH3rIi 4oxynaeHrin, ulo pernaMeHTylorb BrapoSHHUTBo ra o6ir
.rrixapcrxlrx 3aco6iB, 3oKpeMa y 

. f,o4arxy E Hacranoer4 <Jlixapclxi zaco6u.
Hacrauosa s nupo6Hr{urBa roroRl4x rixapcrxux 3aco6iB> CT-H MO3y 42-3.4:2020,
3arBepAlrierriri saxa3oM MO3 Vrcpairrrr r:ia 31.12.2003 }lb 637 (i::naiHaura), H{
<Note tbr Guidance on the star-t of'shelflif-e of the finished dosage form>. y
po:'xcueuui eeponeficrrcoi Merlh.rnoi arerrqii (eMA) qe rrvra:utfl rpaKTyerbcr{
Hac'ryilr-rnM r{HrJoM: <Biarrin repnriny npl{Aarnocri rlpoMi,IcnoBoi
cepii clri,q po:notzlrarr4 3 Aa'rr.r Br,1[ycKy a6o y pa3i, .sKrlo nepio4 ir,rix Aaroro
niapo6ur.irllna i raroro Br{r{ycKy rrepeBurrtye 30 guin, 3 ilarr4 Bupo6nur{rsa. Aara
sai(iuqeHur repr,riny Mae 6yru BupalKena y $opuari (MM/PPPP). Tepnairi

npnAarFrocri ronapy :axiHuyerbc{ s i(iHui 3a3Har{eHoro uicxqx>.

lepxasHa cnyx6a r nixapcuxrax saco6ie ra KoHrpono
3a HapKorilKaMu y !HinponerpoBcb(iri oonacri
Ne1 94-01 .1 I 021 05.04-22 sis 30.06.2022
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Taxox< :riAno i: a6saqy qorr4pHa,{q.sroMy qaar:a:n:r. 4pyroi ctami 2 3axoHy

YrpaiHu <llpo nirapcrrci saco6u)) (aari - 3axos Yr<paiHH) repruin npugarHocri
.linapcrr(Hx 3aco6ie - Lrac, [porrrroi\,{ rrKoro riir<apcrxnrt zaci6 He BTparlae ceoel

-sxocli 3a yMoBr{ :6epilauun BiAnosiArro Ao BHMor HopMarl,IBno-rexsiquoi

4oryneuraqii;
BinnoniaHo Ao rroJrolKeHs crareia 25I -254 rtaeu 18 I-{uninrHoro Ko4ercy

Vrcpainr,r <'repviuoM € ileBHprft lroueu'r y uaci, 3 HacraHHtrM .sKoro [oB'f,3aHa [1.9. -url

no4ix, rrKa N.{ae rop}4;{uqr{e 3rraqer-rH.rr. Tepviu Br.I3Harraerbc.s KareHIapHoIo Aaroro a6o

nlca3isi(oro Ha noAiro, rKa Mae Her\{r4Hyqe Hacraru. flepe6ir crpoKy rloqrrHaerbcq 3

HacryrFroro AFrr nicur eilnoeiAHoi rareHAapuoi Aurvr a6o sacraHH-fl noAii, 3 sKolo

roB'f,3aHo iioro [olraroK. Crpox, rrlo Br43HarIeuuit Naic.sq.qlala, crIJIHBae y ai4noni4He
rrncJro ocrar{Hboro lnicgqq crpoKv>.

-faruHr Lrr{rroM, 1, pa:i 3a3r{alrernrx reprriHy rrpaAarnocri rircapcrxoro saco6y y

Qopvari <<npudamuutit do 05/2022>> c'r'poK npuAarHocri curueae B ocranHifi AeHh

uicrqa, uo repeAye 3a3HaqeHoMy, ro6ro 30.04.2022, y pasi 3a3HarleHux <<mepuiu

npudamuocmi 05/2022> - crpoK npr44arHocri cnruaeae B ocraHHifi AeHb 3a3Har{eHoro

nicrqx, roSro 31.05 .2022.
'farro>ri rraroJrorrryeNJo, rrto siAnosirHo Ao crarri 21 3axouy Vxpaiuia,

:ir6oporrnc'rbcrr pea.lrirauirr (ni,tn1'cK) rpomaAqHaM uegrcicunx .nixapculcHx
sacobie a6o rarcuxo repmin rrpl{Aaluocri IKHX MI'IIIyB.

Ha.ra,{brrnrc c;ryx6n IOnin OBTIAPEIIKO
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