NEPENIK

Jonarok 2

n0 Hakazy MiHIiCTepCTBa OXOpPOHH 3[0pPOB’s
VYkpainu «IIpo JIepKaBHY peecTpatiio,
MepepeecTparilo  JIKapchbKUX  3aco0iB  Ta
BHECEHHS 3MiH JI0 PpEECTpalliifHuX MaTepialiB

JMKapchKUX ~ 3aco0iB,  SKI  3apeecTpoBaHi
KoMneTreHTHUMH opraHamu Crionmydennx Illtaris
Awmepuxy, [IBeiinapcproi Kongenepanii,

Asgcrpanii, Kanagu, €Bpomneiicekoro Corosy»
Biz 25 mortoro 2023 poky Ne 389

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEOAUWYHUX IMYHOBIOJIOIN4YHUX NMPENAPATIB),
AKI BHOCATbCA [0 AEPXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU, S1IKI SAPEECTPOBAHI
KOMNETEHTHUMW OPTAHAMM CIMOJTYYEHUX LUTATIB AMEPUKWN, LUBENLIAPCbKOI KOH®OELEPALII, AMOHI,
ABCTPAII, KAHAOWU, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANI3SOBAHOIO NMPOLIEAYPOIO 3APEECTPOBAHI

KOMNETEHTHUM OPFAHOM €BPOMENCBLKOIo COK3y

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknamye Homep
n/ | nikapcbko2o | (nikapcbka ¢gpopma, eidnycky aHHs peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. MOHCETHWH kancynu no 10 mr, dapmacaiiHc KaHaga BUPOBHMLUTBO KaHaga MepepeecTpalisi HA HeoGMeXxeHu TepMiH. OHOBNEHO 3a He UA/16627/01/01
no 15 kancyny IHK. Hepo3dacoBaHoro iHcpopmaLito B iHCTPYKLUIi 4N MEANYHOTO 3aCTOCYBaHHSA peuenmom nidnszae
GnicTepi, no 2 npoaykTy, nikapcbkoro 3acoby y po3aginax "®apmakonoriyHi
Gnictepn y kopobui nepBuHHE Ta BnacTmeocTi", "MNoka3aHHs" (yTouHeHHs1), "Cnoci6
BTOPUHHE 3acTocyBaHHsA Ta go3un", "MobiyHi peakuii” BignoBigHo oo
nakyBaHHs, iHpopmaLii pedepeHTHOro nikapcbkoro 3acoby
KOHTPOMb SIKOCTI, (STRATTERA® 10 mg, 18 mg, 25 mg, 40 mg, 60 mg,
BUWMYCK cepil: hard capsules).
dapmacanHc IHk. MepiognyHicTb NogaHHA perynspHO OHOBMIOBAHOMO 3BIiTY
3 6e3neku, BignosigHo Ao Mopsaky 3A4iINCHEHHS
dapmakoHarnsay, 3aTBepAkeHoro Haka3om
MiHicTepcTBa 0xopoHu 300poB’st YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTtpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Bia 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:!
3riAHO 3i CTPOKaMMU, 3a3HAYEHVMU Y NEPIOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku
2. MOHCETHWH kancynuv no 18 wmr, dapmacaiiHc KaHaga BUPOBHMLTBO KaHaga MepepeecTpalist Ha HeoOMeXxeHu TepmiH. OHOBNEHO 3a He UA/16627/01/02
no 15 kancyny IHK. Hepo3sdacoBaHoOro iHdbopMaLito B iIHCTPYKUIT AN MeQnYHOro 3acTocyBaHHs peuenmom nionsizae
GnicTepi, no 2 npoaykTy, nikapcbkoro 3acoby y po3sainax "®apmakonoriyHi
Bnictepn y kopobui NnepBUHHE Ta BnactmBocTi", "lNoka3aHHsa" (yTouHeHHs), "Cnocib
BTOPUHHE 3acTocyBaHHs Ta go3un", "MobivHi peakuii" BignosiaHo o
nakyBaHHs, iHpopmaLlii pedpepeHTHOro nikapcbkoro 3acoby
KOHTPOMNb SIKOCTI, (STRATTERA® 10 mg, 18 mg, 25 mg, 40 mg, 60 mg,
BUNYCK cepii: hard capsules).
dapmacanHc [Hk. MepiognyHicTb NoAaHHA perynspHO OHOBIIOBAHOIO 3BIiTY
3 Gesneku, BiaNoBigHO Ao Mopsaky 34iCHEeHHS
hapmakoHarnsgy, 3aTBepaXXeHOro Hakasom
MiHicTepcTBa 0XOpoHUM 300p0B’'st YKpaiHu Big 27 rpyaHsi
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2006 poky Ne 898, 3apeecTtpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996), ctaHOBUTb:
3rigHo 3i CTpoKamK, 3a3Ha4YeHMMM Y NepioguYHoOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku

MOHCETHUH kancynu no 25 wmr, dapmacaiiHc KaHaga BUPOBHMLUTBO KaHaga MepepeecTpauisi Ha HeoOMeXxeHu TepMiH. OHOBNEHO 3a He UA/16627/01/03
no 15 kancyny IHK. Hepo3dacosaHoro iHcpopmaLito B IHCTPYKLUIi 4N MEANYHOTO 3aCTOCYBaHHSA peuenmom nidnszae
6nictepi, no 2 npoaykKTy, nikapcbkoro 3acoby y posainax "®apmakonorivHi
6nictepn y kopobui nepBuHHE Ta BnactmeocTi", "lNoka3aHHa" (yTouHeHHs), "Cnocib

BTOPUHHE 3acTocyBaHHs Ta go3un", "Mobivni peakuii" BignosiaHo o
nakyBaHHs, iHdopmaLii pedpepeHTHOro Nikapcbkoro 3acoby
KOHTPOSb SIKOCTI, (STRATTERA® 10 mg, 18 mg, 25 mg, 40 mg, 60 mg,
BWMNYCK Cepil: hard capsules).
dapmacanHc IHk. MepioanyHiCTb NOJaHHS perynspHO OHOBIIOBAHOIO 3BITY
3 Gesneku, BianoBigHo Ao Mopsiaky 34iicHeHHs
dapmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XOpOoHM 300pOB’A YKpaiHu Bif 27 rpyAHs
2006 poky Ne 898, sapeecTtpoBaHoro B MiHictepcTsi
tocTuuii Ykpainum 29 ciunst 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMU Yy NepPioaNYHOCTI
NOAAHHS perynspHux 3eiTie 3 6e3neku

MOHCETHUH kancynu no 40 wmr, dapmacariHc KaHaga BUPOBHMLUTBO KaHaga MepepeecTpadisi Ha HeobMexeHu TepmiH. OHOBNEHO 3a He UA/16627/01/04
no 15 kancyny IHK. Hepo3dacoBaHoro iHcpopmaLito B iHCTPYKLUIi 4N MEANYHOTO 3aCTOCYBaHHSA peuenmom nidnszae
GnicTepi, no 2 npoaykTy, nikapcbkoro 3acoby y po3aginax "®apmakonoriyHi
Gnictepn y kopobui nepBuHHe Ta BnacTueocTi", "MNoka3aHHs" (yTouHeHHs), "Cnocib

BTOPUHHE 3acTocyBaHHsA Ta go3un", "MobiyHi peakuii” BignosigHo oo
nakyBaHHs, iHpopmaLii pedepeHTHOro nikapcbkoro 3acoby
KOHTPOMb SKOCTI, (STRATTERA® 10 mg, 18 mg, 25 mg, 40 mg, 60 mg,
BUWMYCK cepil: hard capsules).
dapmacanHc IHk. MepiognyHicTb NoAaHHA perynspHO OHOBIIOBAHOMO 3BIiTY
3 6e3neku, BignoBsiaHo Ao Mopsaky 34iNCHEHHS
dapmakoHarnsay, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0xopoHu 300poB’st YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTtpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainum 29 ciunst 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996), ctaHOBUTb:!
3riAHO 3i CTPOKaMMU, 3a3HAYEHVMU Y NEPIOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku

MOHCETHWH kancynu no 60 mr, dapmacaiiHc KaHaga BUPOBHMLTBO KaHaga MepepeecTpalist Ha HeoOMeXxeHu TepmiH. OHOBNEHO 3a He UA/16627/01/05
no 15 kancyny IHK. Hepo3sdacoBaHoOro iHdbopMaLito B iIHCTPYKUIT AN MeQnYHOro 3acTocyBaHHs peuenmom nionsizae
6nicTepi, no 2 npoaykKTy, nikapcbkoro 3acoby y posainax "®apmakonoriyHi
Gnictepn y kopobui NnepBUHHE Ta BnactmBocTi", "lNoka3aHHs" (yTouHeHHs ), "Cnocib

BTOPUHHE 3acTocyBaHHs Ta go3un", "MobivHi peakuii" BignosiaHo o
nakyBaHHs, iHbopMaLii pedhepeHTHOro nikapcbkoro 3acoby
KOHTPOMNb SIKOCTI, (STRATTERA® 10 mg, 18 mg, 25 mg, 40 mg, 60 mg,
BUNYCK cepii: hard capsules).

dapmacanHc IHk.

MepiognyHiCTb NOgaHHS perynsipHO OHOBIHBAHOIO 3BiTY
3 Gesneku, BianoBigHo Ao Mopsaky 34iCHeHHs
hapMakoHarnsigy, 3aTBepKEHOro Hakasom
MiHicTepcTBa 0XOpoHUM 340p0B’st YKpaiHu Big 27 rpyaHsi
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2006 poky Ne 898, 3apeecTtpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pOB's

Ykpainu Big 26 BepecHsi 2016 poky Ne 996), ctaHOBUTb:

3rigHo 3i CTpoKamK, 3a3Ha4YeHMMM Y NepioguYHoOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHA

Ouaexkcanap I'PIHEHKO




