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AocrynHi niku 2025: 3arBepa)XeHO HOBI nepeniku

Hakazom MO3 Ykpainum Big 10.09.2025 p. Ne 1409 3arBeppyxeHo Mepenik nikapcbkux 3aco6ie Ta Mepenik meguunux
BUpPOGIB, WO NnignaraoTs peimbypcauii 3a NPorpamolo Aep>KaBHUX FAPAHTIA MEAUYHOrO O6CNYroBYBUHHS HACESNEHHS,
cTaHOM Ha 28 cepnHsa 2025 p. Hakas Hab6ye umHHOCTi Big 30 BepecHs 2025 p.

Bia ULiei AaTM Byae BM3HOHO TAKMMMU, LLO BTPATUAM YNHHICTb, HOKO-
31 MO3 YkpaiHu: Bia 13.03.2025 p. N2 440 «po 3aTBEPANKEHHS
[MepeAnikiB AIKOpPCbKMX 3a0COBIB i MEANYHMX BUPOBIB, SIKi MIAAIIQOTL
peiMmBypcaduii 3a NPOrpAMoOK AEPXABHUX FTAPAHTIN MEANYHOTO
OBCAYrOBYBAHHST HOCEAEHHS!, CTAHOM Ha 26 AtoToro 2025 poky»; Bia,
25.12.2024 p. N2 2148 «[1po 3atBEPAXKEHHS [lepeiky AIKkapCbKMx
30CO06iIB, SIKi MIAAIrQIOTL PeiMBypCaLlii 30 MPOrPAMOKO AESPXXABHUX
FTOPQHTI MEAVMYHOIO OBCAYTrOBYBAHHSI HOCEAEHHS], CTAHOM HA 23
rpyAHs1 2024 poky».

Y nepeAiky AiKapCbKnx 3acobis MicTuTbCS:

595 No3unLin AIKOPCbKMX 3aCO6iB, WO HO 93 No3uLji GiAbLLE, HK Y
YnHHOMY [Mepeniky Aikis; 61 Mo3uLjis NPEenapPATiB IHCYAIHY, SIK | B YAHHO-

My MNepeniky Aikis; 30 no3uLin KOMBIHOBAHKMX NPENAPATiB, Wo HA 19
Mo3uLin BiAbLLE, HDK Y YMHHOMY [epeAiky AikiB.

Y HoBOMY [lepeAniky MeanyHUX BUPODBIB, SIK i B YMHHOMY [epeAiky,
MICTUTbCSI 42 NO3WLLTi TECT-CMY>KOK AAS TAKOKOMETPIB.

Haraaaemo, 3riaHo 3 MopsgakoM peimBypcallii AiIKApCbKnx
30C06iB TG MEANYHMX BUPOBIB, PEaAi3aLLis AIKOPCbKUX 30CO6iB TA
MEANYHUX BUPOBIB, LLO MAAIrQIOTE PeiMBypcaLtii, T 3aKYNAEHUX
AO AQTU 3aTBEPAXKEHHST MO3 OHOBAEHKX NMEPEAIKIB, AO3BOASIETLCS
3AIMCHIOBATM 30 LLIHOMM, WO 30CTOCOBYBAAUCS AO AQTU 3ATBEP-
AKEHHST MO3 3a3HAYeHMX nepeaikis, NPoTarom 30 KAAEHAQPHMX
AHIB Bip AQTW MOYATKY iX All.
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CnoBileHHs Npo e-peuenT Ta eNIeKTPOHHI HaANPABJIEHHS

Tenep € u y Aii

MiHicrepcTBO 0xXOpoHM 3a0poB’s YKpainu cninbHo 3 HauioHanbHolo cnyx60t0 3a0poB’a Ta MiHictrepctBom umudpoBoi
TpaHchopmauii YKkpaiHm 3anyckaioTb HOBMIA NpiopuTeTHMIA KaHan iHpopmyBaHHs — push-cnogiweHHs B Aii. Tenep
NAawieHTU 3MOXKYTb OTPMMYBATH iHpOopMaLilo Bip eNeKTPOHHOI cuctemu oxopoHu 3gopos’s (ECO3) npo enekTpoHHi
e-peLenTy Ta e-HANPABJIeHHs 6e3nocepeAHbLO B 3ACTOCYHKY Jis.

«HOBOBBEAEHHS 306Ee3MeUnTb HOAINHILLE AOCTABAEHHS CMOBILLEHb
MAUIEHTY, 3MEHLLMTb KIAbKICTb 360iB, MOB’SI3AHMX i3 HECTABIABHICTIO
MOBIABHOIO 3B°§13Ky, TO CKOPOTUTb BUTPATU HA IHOOPMYBAHHSI», —
MOBIAOMUAM B MPECCAY»6i MOS YkpaiHu.

JKWwo y KkopuctyBadya Hemae Aii a6O NOBIAOMAEHHS He
BAQAOCS AOCTABUTU — BOHO Haainae y Viber. A akuwo i Viber He
BCTAHOBAEHUWN — MALIEHT OTPUMAE SMS-MOBIAOMAEHHSI, §IK | PAHiILLE.

SIKLLO Y HBOTO HEMAE TeAedOHY — BiH OTPMMAE NANEPOBY NAM ATKY.
Ha nepuiomy etani B Ajto HOAXOANTVMYTb CMOBILLLEHHS NPO:
e CTBOPEHHS e-peLentd (3 HOMEPOM i KOAOM NOTrALLEHHST);
* CKACYBQHHS e-peLenTa;
* CTBOPEHHSI €-HAMPABAEHHS! (3 HOMEPOM €-HAMPABAEHHS);
o CTBOPEHHSI MAQHY AiKYBAHHS1.
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Bupaaua 6inbuie Hi)k oaHoro ceptudikara 9KOCTi HA Ty XX camy
cepilo cynepeunTtb NPUHLMUNAM NPOCTEXXYBAHOCTI

AepixaBHa cnyx6a YKpdiHu 3 NikapcbKux 3aco6iB Ta KOHTponio 3a HapkoTukamm (gani — flepxxnikcnyx6a) onpuniogHuna
pPO3’sCHEeHHSI CTOCOBHO HAAAHHS AeKinbKox cepTudikaTtiB AKOCTi Ha Ty XK camy cepilo roToBoi NpoAyKuii.

HactaHosu CT-H MO3Y 42-4.9:2020 «Aikapcbki 3acobu. HaAeXXHa
BUPOBHMYA NPAKTUKA» (AQAI — GMP) ta CT-H MOQSY 42-4.4:2011
«N\iKapCbKi 3aCobU. MibKHAPOAHI FTAPMOHI3Z0BAHI BUMOTY LLOAO Cep-
TMikawi cepii», 3aTBEPAXKEHI HOKO30M MIHICTEPCTBA OXOPOHM 3A0-
poB’a YkpaiHu Bia 16.02.2009 p. N2 95, BU3HAQYAKOTb BUMOTN AO CEPTU-
dikaLii cepii AikapCcbkoro 3acoby YNOBHOBAXKEHOK OCOBO0HD, O TAKOX
AO 3MICTY cepTndikaTa aKOCTi cepii npenaparty Ta € 060B’ 13KOBUMM
ANS1 BAKOHOHHSI.

BiAMOBIAHO AO MOAOYKEHb BULLLE3A3HAYEHVX HOCTOHOB:

* FOTOBQ MPOoAYKLUIig, rotoBun npenapar (finished product) —

AIKQPCbKUIA 3QCIO, WO MNPONLWOB YCi CTOAlI BUTOTOBAEHHS,
BKAIOYHO 3 OCTOTOYHMM MAKYBAHHSIM;

o cepTmodikauia cepii rotoBoi npoaykuii (certification of the
finished product batch) - ceptudikauia YNnoBHOBAXEHOO
0cob0ol0 B peecTpi a0 eKBIBAAEHTHOMY AOKYMEHTI, WO
3ACBIAYYE SIKICTb Cepii NepeA BUMYCKOM LIET cepii AAst IPOAQKY
ab0 AUCTPUOBYLIT;

e HOMep cepii, HoMep naprTii (batch number; lot number) -
YHIKOABHO KOMOGIHAUIS undp, BykB T0/A60 CUMBOAIB, SIKi
iAEHTMOIKYIOTb cepito (B0 NAPTIKD) | HA MIACTABI IKUX MOXHO
BM3HAYMTM ICTOPIO il BUPDOBHUMLITBA TA PO3MOAIAY (ANCTPUOYLLT).

YKoaHa cepist roToBOi MpoAyKLUii HE MOXKe ByTM AO3BOAEHA AAS]

MPOACYKY, MOCTAYAHHSI B0 PO3MILLEHHST HO PUHKY AO TOTO, $IK
YNOBHOBOXEHA 0Cco6a 3ACBiAYMTL i BiANOBIAHICTE BUMOram
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