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JIEPXKABHA CJTYXBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JEPKABHA CJIY/KBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMMH Y XMEJbHHUIBKIA OBJIACTI

JIsBiBCHKE mIOCE, 10/1, M. XmenbHUIBKUI, 29016, Ten/dakc: (0382) 66-01-07
e-mail: dls.km@dls.gov.ua, Kog €IPTIOY 37098188

KepiBHukaM cy0’€KTiB rocnoapoBaHHs,
JIKyBaJbHO-NPO(iTaKTHYHNX 3aKIATIB,
SIKi 3aliMal0THCA peasii3amicio
(TopriBien), 30epiraHHsiM Ta MeINYHUM
3aCTOCYBAHHSM JIIKAPCbKHUX 3aC00iB
(3a ciUCKOM)

HOBIJOMJIEHHA

1. PAJIbCUDPIKAIIIA

1.1. Ha migcraBi HaaXOKEHHS MIDKHApPOJHOTO  TOBIJOMJIEHHS  BiJ
perynsitopHoro oprany Mekcuku Big 22.09.2025 Ne 57/2025 miono BUSIBICHHS B
00iry QanbcudikoBaHOTO JTIKapChKOro 3aco0y, 3 METOI aKTUBHOI MPOTHIIl
MOIIUPEHHIO JIIKAPCHKUX 3ac001B, MUISXH HAJAXOKECHHSI Ta YMOBH 30€piraHHs SKUX
HEBIJIOM1, BU3HAYHUTH SKICTh Ta OE3MEYHICTh AKUX HEMOXKJIUBO, 3 OISy Ha Te, IO
Taka TMPOMYKINS € HEOE3NMEeYHOI Ta MOXE HECTH 3arpo3y JKHUTTIO Ta 3JI0POB IO
HaceJeHHs - 3a00pOHsSETbCS  peanmi3alis, 30epiraHHs Ta  3aCTOCYBaHHS
(danbcu(iKoBaHOTO JIIKAPCHKOTO 3aC00Y :

- HUMALOG® MIX 25% in'ekuiiina cycnensis, 100 MO/ma, 10 ma y
¢aakoni Ne 1, y kopooui, cepiii D709739A, D711733A, D723069C, D669594A,
D709740E, D711757C, D483156A, D513762C, 3 mapkyBanusam BupoOHuka Eli
Lilly Compania de Mexico, S.A. de C.V.

/Poznopsooicenns [epocnixcayocou Ne 698-001.1/002.0/17-25 sio 02.10.2025/.

1.2. Ha migcraBi HagXOKEHHS MIDKHAPOJHOIO  IOBIIOMJICHHS — BiJ
perynsaropaoro oprany Mekcuku Big 18.09.2025 Ne 54/2025 mono BUSBICHHS
B 00iry ¢anbcudikoBaHOTO JIKApPCHKOTO 3aco0y, 3 METOK AaKTUBHOI MPOTHIIl
MOLIMPEHHIO JIIKAPCHKUX 3aC001B, HMUIAXH HAAXOKEHHS Ta YMOBHU 30€piraHHs SIKUX
HEB1JIOMI1, BU3HAYUTH SIKICTh Ta OE3MEYHICTh SIKMX HEMOXIIMBO, 3 OIJISIAY Ha Te, IO
Taka MPOAYKIIS € HeOEe3MEeYHOK Ta MOYK€ HECTH MOTEHLIWHY 3arpo3y XUTTIO Ta
3I0pPOB’I0 HACEJICHHS — 3a00pOHSEThCS peaiizallis, 30epiraHHs Ta 3aCTOCYBaHHS
(danbcuiKoBaHOTO JIIKAPCHKOTO 3aC00Y:

¥ Jlep>xaBHa CITy>k0a 3 JIIKapchKHX 3ac00IB Ta KOHTPOJIIO 32
HapKOTHKaMH1 y XMeJIbHUIIbKII 061acTi
Ne207-01.1/02/05.23-25 Bin 03.10.2025
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- JANUVIA® 50 mg, ta6aeTku Ne 28 y kapTouniii kopooui, cepii W010808,
3 MApPKYBaHHAM BUPOOHUKA MERCK SHARP & DOHME
COMERCIALIZADORA S. DE R.L.DE C.V.
/Poznopsooicenns [epocnixcayocou Ne700-001.1/002.0/17-25 sio 02.10.2025/.

1.3 Ha migcraBi HaaXOMKEHHS MIDKHAPOJHOTO  IOBIAOMIICHHS — BiJ
perynsropHoro oprany Mekcuku Big 18.09.2025 Ne 55/2025 miomo BUSBJICHHS B
00iry ¢dambcudikoBaHUX JIKAPCHKUX 3ac00iB, 3 METOK aKTHUBHOI MPOTHIIl
MOIIUPEHHIO JIIKAPCHKUX 3ac001B, HUIAXH HAAXOKEHHS Ta YMOBHU 30€piraHHs SIKUX
HEB1JIOMi, BU3HAYUTH SIKICTh Ta O€3MEYHICTh SIKMX HEMOXJIMBO, 3 OIJISAY Ha Te, IO
Taka TPOJYKIIiS € HEOE3MEUYHOI Ta MOXKE HECTH 3arpo3y JKHUTTIO Ta 3JI0POB IO
HaceleHHs — 3a00pOHSEThCA  peanmi3aulis, 30epiraHHs Ta  3aCTOCYBaHHS
danbcuikoBaHUX JIKAPCHKUX 3aCO01B:

- ASPIRINA PROTEC® 100 mg (Acetylsalicylic acid), Tadaerku Ne 28 y
KapTOHHi kopoOui, cepii BT18397, 3 mapkyBannsm BupoOHuUKa Bayer
Bitterfeld GmbH;

- CAFIASPIRINA® 500 mg/30 mg, (Acetylsalicylic Acid/Caffeine),
TabgeTku Ne 40 y kapToHHiil kopoOui, cepii X250, 3 MapkyBaHHSIM BUPOOHHMKA
Bayer de Mexico, S.A. de C.V.;

- CAFIASPIRINA® 500 mg/30 mg, (Acetylsalicylic Acid/Caffeine),
Tadjaerkn Ne 100 y xkaproHHiii kopoOumi, cepii X25C81, 3 mapkyBaHHAM
BupoOHuKa Bayer de Mexico, S.A. de C.V.

/Po3znopsoocenns Jlepocnixenyarcou Ne701-001.1/002.0/17-25 gio 02.10.2025/.

IIpn BHsBJEHHI 3pa3KiB BKa3aHHMX JIKAPCHKHX 3aC00iB B:KUTH 3aXO01H
00 BHWJIYYeHHs IiX 3 00iry NILIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
NOCTAYAJIbHUKY.

2. 3ABOPOHACTHCA

2.1 Ha mingcraBi HaaXOMKEHHS TEPMIHOBHX ToBijoMieHb Bia 12.09.2025
NeNe 331-01.1/02.0/06.14-25, 403-01.1/02.0/06.14-25, 407-01.1/02.0/06.14-25 Bix
Jlep>xaBHOI Ciy)0M 3 JIKapChKUX 3acO0IB Ta KOHTPOIIO 3a HAPKOTUKAMH Yy
JIpBiBCBHKIM 0OmnacTi, iHGopMarii Bix ['onoBHoro ympasninus HamioHanbHOT momimii
Vkpainn y JIbBiBCchbKil oOmacti (nmmer Big 22.07.2025 Ne 236167-2025) uiono
BUSBIICHHSI B 00Ir'y, BBE3€HUX 3 MOPYLIECHHSM JIIKAPChKUX 3ac001B, 3 MapKyBaHHAM
1HO3EMHOIO MOBOIO, IO OMIIIHHO HE BBO3WJIKNCH Ha TEPUTOPIIO YKpaiHH, 3 METOIO
AKTUBHOI MPOTHUAIT MOMIMPEHHIO JIKAPChKUX 3aC001B, NUISAXH HAJAXOMKEHHS Ta YMOBH
30epiraHHs SIKMX HEBIJOM1, BU3HAYUTHU SKICTh Ta OE3MEYHICTh SKUX HEMOXJIHUBO, 3
OrJISily Ha Te, IO Taka MPOIYKIIs € HeOEe3NMeYHOK Ta MOXKE€ HECTH MOTEHINHY
3arpo3y JKHUTTIO Ta 3JI0POB’I0 HACEJIEHHs, 3a00POHSIEThCS peai3allis, 30epiraHHs Ta
3aCTOCYBaHHA JIKAapChKUX 3ac0o0iB 3 MAPKYBAHHSAM iHO3€MHOI0 MOBOIO, IO
0(iuiiiHO He BBO3WJINCH HA TEPUTOPII0 YKPAIHU:
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-PREGABALIN MYLAN 150 mg, cepii 8182241 BupoOnumurBa Mylan,

France;
-PREGABALIN 150 mg, cepii MT4626, BupoonuurBa Sandoz;
-PREGABALIN 150 mg, cepii 4R00197, Bupo0nunTBa Zentiva.
/Poznopsooicenns Hepocnixcayocou Ne674-001.1/002.0/17-25 6io 26.09.2025/.

2.2 Ha mixgcraBli HAgXOJDKEHHS TEPMIHOBHX TOBigomiieHb Bim 16.09.2025
NeNo582-01.1/02.0/06.14-25, 458-01.1/02.0/06.14-25, 491-01.1/02.0/06.14-25 Bix
JlepxaBHOi Ciy’)kOM 3 JTIKapChbKUX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAMH Y
JIpBIBCBKIM 0OJacTi, 1HPopMalii Bix ['onoBHOro ynpaiiHHsS HanioHansHOI momimii
Vkpainn y JIbBiBcbkil oOmacti (nmuer Big 22.07.2025 Ne 236167-2025) uiono
BUSBIJICHHSI B 00Iry, BBE3€HUX 3 MOPYLIECHHSM JIIKAPCHKUX 3ac001B, 3 MapKyBaHHAM
1HO3EMHOIO MOBOIO, IO O(IIIHHO HE BBO3WJINCHL Ha TEPUTOPIIO YKpaiHU, 3 METOIO
AKTUBHOI MPOTHUAIT MOMIMPEHHIO JIKAPChKUX 3aC001B, NUISTXH HAJAXOKEHHS Ta YMOBH
30epiraHHsl SIKMX HEBIJIOM1, BUBHAUUTHU SIKICTh Ta OE3MEUHICTh SAKUX HEMOXIJIHBO, 3
OrJISily Ha Te, IO Taka MPOIYKIis € HeOE3NMEeYHOK Ta MOXKE HECTH MOTEHINNHY
3arpo3y >KUTTIO Ta 370POB’I0 HACENICHHs, 3a00pPOHSETHCS peani3allis, 30epiranas Ta
3aCTOCYBaHHS JIKApChKUX 3ac0o0iB 3 MAPKYBAaHHSAM iHO3€MHOI0 MOBOIO, IO
0(iuiiiHO He BBO3WINCH HA TEPUTOPIiI0 YKPAIHU:

- GLUCOPHAGE 500 mg, cepii E216662;

-GLUCOPHAGE 1000 mg, Tabaetkmn, cepiii E216825, E217304, BupoOHnnTBa
Merck Sante, France.

/Po3znopsoocenns Jlepocrixcnyarcou Ne675-001.1/002.0/17-25 sio 26.09.2025/.

2.3 Ha miacTaBi HaIXOMKEHHS TEPMIHOBUX MOBigomieHb Bix 16.09.2025
NeNe448-01.1/02.0/06.14-25, 466-01.1/02.0/06.14-25 Bixm [epxaBHOi ciyx0u 3
JIKapChKUX 3ac001B Ta KOHTPOJIIO 33 HApKOTHKaMH y JIbBIBChKil 00nacTi, iHdopmarlii
Bin ['onoBHoro ympaninHs HarionaneHoi momimii Ykpainu y JIbBIBChKiH 001acTi
(muer Big 22.07.2025 Ne 236167-2025) miono BUsIBIEHHS B 00iry, BBE3€HHX 3
MOPYIIESHHSIM JIIKapChKHUX 3aCc001B, 3 MApKyBaHHSIM 1HO3EMHOI MOBOIO, 110 O(DIIIHHO
HE BBO3WJIMCh Ha TEPUTOPiIO YKpaiHW, 3 METOK aKTUBHOI MPOTHIi MOIIUPEHHIO
JIKApChKUX 3ac001B, NUISIXM HAIXOJPKEHHS Ta YMOBHU 30epiraHHs SKHUX HEBIJIOMI,
BU3HAYHUTH SKICTh Ta OE3MEUYHICTh SKUX HEMOXIJIMBO, 3 OISy Ha Te, IO Taka
MPOIYKITiS € HEOE3MEeUHOI0 Ta MOYKE HECTH TIOTCHITIHY 3arpo3y JKUTTIO Ta 3I0POB IO
HacelleHHs, 3a00pOHSIEThCA peaiizallis, 30epiraHHs Ta 3aCTOCYBaHHS JIIKapChKOTO
3aco0y :

- SABRIL 500 mg, cepiii 3037C, 4006C, Bupoonnurea PATHEON
FRANCE, France, 3 MapKyBaHHAIM iHO3€MHOI) MOBOIO, N0 OQiuiliHO He
BBO3HBCH HA TEPUTOPIIO YKpaiHH.

/Posznopsooicenns Jlepocrixcayarcou Ne677-001.1/002.0/17-25 sio 29.09.2025/.
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2.4 Ha miacraBl HaAXODKEHHS TEPMIHOBUX moBigomsieHb Big 12.09.2025
NeNe 292-01.1/02.0/06.14-25, 293-01.1/02.0/06.14-25, 304-01.1/02.0/06.14-25, 317-
01.1/02.0/06.14-25,  343-01.1/02.0/06.14-25, 346-01.1/02.0/06.14-25, 347-
01.1/02.0/06.14-25, Bim 17.09.2025 Ne 629-01.1/02.0/06.14-25 Bin [HepkaBHOi
CITy>O0H 3 JIIKapChKUX 3aC00IB Ta KOHTPOJIIO 332 HApKOTHKaMu y JIbBIBCBHKiil 00nacrTi,
iHdopmartii Bix ['omoBHoro ynpasmiaas HarionansHoi momimii Ykpaiau y JIbBiBChKii
obmacTti (yuct Big 22.07.2025 Ne 236167-2025) 10710 BUSIBIICHHS B 00ITy, BBE3CHHX 3
HOPYLIEHHSM JIKapChKUX 3ac001B, 3 MapKyBaHHSIM 1HO3EMHOIO MOBOIO, 1110 O(IIIIITHO
HE BBO3WJIUCH Ha TEPUTOPiIO0 YKpaiHW, 3 METOK aKTUBHOI MPOTH/IIi MOLIUPEHHIO
JIKapChKUX 3aco01B, HUISIXH HAIXOJKEHHS Ta yMOBHU 30€piraHHs SIKUX HEBIJIOMI,
BU3HAYUTU SIKICTh Ta OE3MEUYHICTh SIKUX HEMOXJIMBO, 3 OTJISy Ha Te, L0 Taka
MPOAYKIisl € HeOE3MEYHOI Ta MOKE HECTH MOTEHIIIMHY 3arpo3y )KUTTIO Ta 3JJ0pPOB’ 10
HaceJeHHs, 3a00pOHSEThCS peanizallisi, 30epiraHHs Ta 3aCTOCYBaHHSA JIKAPCHKUX
3ac00iB 3 MapKYBaHHSIM iHO3€eMHOI0 MOBOI, 110 O(iuiliHO He BBO3WJIMCH Ha
TEPUTOPI0 YKpPaiHu:
- DEPAKINE CHRONO 300 mg, cepiii FA4525, FA4526, BupoOHULTBA
SANOFI-AVENTIS FRANCE;

- DEPAKINE CHRONO 500 mg, cepiii 4R710, FA4780, FA4371,
FA4370, FA5211, BupoonuurBa Sanofi Winthrop Industrie, France;

- DEPAKINE 150 ml, cepii 682, Bupoonunrsa Sanofi Winthrop
Industrie.

/Posnopsooicenns [lepacnixcayarcou Ne678-001.1/002.0/17-25 sio 29.09.2025/.

2.5 Ha miacraBl HaAXOKEHHS TEPMIHOBHX mMoOBiIoMieHb Bixg 22.09.2025
NeNe789-01.2/02.0/06.14-25, 788-01.2/02.0/06.14-25 Bim [epxkaBHOi ciyx0u 3
JIKapChKHUX 3ac001B Ta KOHTPOJIIO 33 HAPKOTHKaMU y JIbBIBChKil 00nacTi, iHdopmarii
Bin ["onoBHoro ympasninHs HarionaneHoi mominili Ykpainu y JIbBIBChKiN 00sacTi
(muer Big 22.07.2025 Ne 236167-2025) mono BUsIBIEHHS B 00Iry, BBE3E€HHUX 3
MOPYIISHHSIM JIIKapChKHUX 3ac001B, 3 MAPKyBaHHAM 1HO3EMHOIO MOBOIO, 110 O(MIIIIHHO
HE BBO3WJIMCh Ha TEPUTOPiIO YKpaiHW, 3 METOK aKTUBHOI MPOTHIi MOIIUPEHHIO
JIKApChKUX 3ac001B, NUISIXM HAIXOJKEHHS Ta YMOBH 30epiraHHs SKHX HEBIJIOMI,
BU3HAYHUTH SKICTh Ta OE3MEUYHICTh SIKUX HEMOXJIMBO, 3 OTJIAIYy Ha Te, IO Taka
MPOIYKITiS € HEOE3MEeYHOI0 Ta MOYKE HECTH TOTEHIIHY 3arpo3y KHUTTIO Ta 37I0POB IO
HacelleHHs, 3a00pOHSIETbCA peanis3allisi, 30epiraHHs Ta 3aCTOCYBaHHS JIKapChKOTO
3aco0y :

- DOSTINEX 0,5 mg, cepiit MA3339, .LP4963, Bupoonunrsa Pfizer Italia
S.r.l, 3 mapkyBaHHsM IHO3€eMHOI0 MOBOIO, 110 OQiUiiiHO He BBO3MUBCH Ha
TEPUTOPil0 YKpaiHH.

/Po3znopsiocenns Jlepocrixeayarcou Ne680-001.1/002.0/17-25 sio 29.09.2025/.
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2.6 Ha migcraBi HaIXO/KEHHS TEPMIHOBUX TOBigoMJeHb Bl 22.09.2025
NeNe780-01.2/02.0/06.14-25, 786-01.2/02.0/06.14-25, 773-01.2/02.0/06.14-25 Bin
Jlep>kaBHOI CIIy>KOM 3 JIIKAapCBKUX 3ac0o0iB Ta KOHTPOJIO 3a HAPKOTHKAMH Y
JIeBiBCBHKIN 0Omacti, iHGopMarii Bijg ["onoBHOro ynpapmiaHs HarioHanbHOT mosmirmi
VYkpainu y JIbBiBCchbkiM oOmacti (nmuer Bim 22.07.2025 Ne 236167-2025) miono
BUSIBJICHHsSI B 00Iry, BBE3€HUX 3 MOPYUICHHSM JIKAPChKUX 3ac00iB, 3 MapKyBaHHSIM
1HO3EMHOIO MOBOIO, 110 O(MILIHHO HE BBO3MIKWCH HA TEPUTOPIIO YKpaiHU, 3 METOIO
AKTUBHOI MPOTHU/IT MTOMIMPEHHIO JIIKAPCHKUX 3aC001B, MIISTXU HAAXOIKECHHS Ta YMOBH
30epiraHHs SIKUX HEBIJOM1, BU3HAYUTHU SAKICTh Ta OE3MEYHICTh SIKUX HEMOXJIHUBO, 3
OTJIAly Ha T, M0 Taka MPOAYKIA € HEeOE3MEeYHOI0 Ta MOXKE€ HECTH MOTCHIINHHY
3arpo3y >KUTTIO Ta 3J0pOB’I0 HACEJIEHHs, 3a00pOHSIETHCS peanizallisi, 30epiranas Ta
3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0Y :

- DANAZOL 200 mg, cepiii 1018491, 1024441, 1018481 BupoOHMUTBA
Polfarmex S.A., Poland, 3 MapkyBaHHSIM iIHO3€MHOI0 MOBOIO, 110 OQIiUiiiHO He
BBO3HMBCSI HA TEPUTOPIi0 YKpPaiHu.

/Po3nopsooicenns [epocnixcayocou Ne681-001.1/002.0/17-25 io 29.09.2025/.

2.7 Ha miacraBl HaAXOKEHHS TEPMIHOBHX moBimomiieHb Big 12.09.2025
NeNe368-01.1/02.0/06.14-25, 396-01.1/02.0/06.14-25, Bim 19.09.2025 No 664-
01.1/02.0/06.14-25 Bin Jlep>kaBHOi CIy>OHM 3 JIKapChKUX 3aC00IB Ta KOHTPOJIIO 32
HapkoTukamu y JIbBiBChKiM oOxacti, iHGopmanii Big ['010BHOTO ympaBiiHHA
HamionaneHoi momimii Ykpainu y JIbBiBcbkiii oOmacti (nmer Bim 22.07.2025 Ne
236167-2025) mono BUSBIEHHS B 00Iry, BBE3€HHUX 3 MOPYLIEHHSM JIKAPCHKUX
3aco0iB, 3 MapKyBaHHSM 1HO3€MHOIO MOBOIO, IO OMIIIHHO HE BBO3WIWCHL Ha
TEPUTOPII0 YKpaiHu, 3 METOI0 aKTUBHOI MPOTH/Ii MOIIMPEHHIO JIIKApChKUX 3ac00iB,
NUISIXM HAJIXO/PKCHHS Ta yMOBU 30epiraHHs SKUX HEBIJOMi, BU3HAUYUTH SKICTh Ta
O€3MEeYHICTh SIKUX HEMOKJIMBO, 3 OISy Ha Te, [0 TaKa MPOAYKIS € HeOe3MeuHOI0
Ta MOXE HECTHU MOTEHIIHHY 3arpo3y >KUTTIO Ta 3JI0POB’I0 HACEJIECHHS, 3a00POHSIETHCS
peaiizarris, 30epiraHas Ta 3aCTOCYBaHHS JIKapChKOT0 3aC00Y:

- LITALIR 500 mg, cepiii 4J07446, 4J07447, 4J07448, BupoOHunTBa Aca
Miiller/Adag Pharma, Germany, 3 MapKyBaHHfIM iHO3€MHOK) MOBOIO, IO
0(iuiiiHO He BBO3UBCH HA TEPUTOPiI0 YKpaiHM.

/Poznopsooicenns Hepocnixcayncou Ne682-001.1/002.0/17-25 6io 29.09.2025/.

2.8 Ha miacraBi HaXOMKEHHSI TEPMIHOBUX MOB1IOMIIEHD Bif 12.09.2025 Ne294-
01.1/02.0/06.14-25, BiJ 22.09.2025 NeNe768-01.2/02.0/06.14-25, 755-
01.2/02.0/06.14-25, 760-01.2/02.0/06.14-25, Big 17.09.2025 Ne 602-01.1/02.0/06.14-
25 Bix 23.09.2025 Ne 796-01.2/02.0/06.14-25 Bin /[epkaBHOi Ciyx’0u 3 JIKapChKUX
3ac00IB Ta KOHTpOJIIO 3a HapkoThkamu y JIbBIBCbKiM oOsacti, i1H(opmalii Bifg
INonmoBHoro ynpasninas HamionanesHoi mominii Ykpainu y JIbBIBChKiM ob6nacTti (JTUCT
Bix 22.07.2025 Ne 236167-2025) 11010 BUSIBIEHHS B 00iry, BBE3€HUX 3 MOPYIICHHIM
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JIKapChKHUX 3ac001B, 3 MAPKyBaHHSIM 1HO3€MHOIO MOBOIO, 1110 O(IIIHHO HE BBO3SWINCH
Ha TEpPUTOPII0 YKpaiHW, 3 METOI AaKTUBHOI NPOTUIIT TMOUIUPEHHIO JKAPChKUX
3ac00iB, NUIAXW HAJAXOMKCHHS Ta yMOBU 30epiraHHsA SKUX HEB1JIOMi, BU3HAYUTHU
SKICTh Ta OE3IEUYHICTh SKUX HEMOXIIMBO, 3 OISy Ha Te, IO Taka MPOIYKIS €
HEOE3MeYHOI0 Ta MOXKE HECTH MOTEHIIIHY 3arpo3y >KUTTIO Ta 3JI0POB’I0 HACEJICHHS,
3a00pOHSA€ETbCS peanmi3allis, 30epiraHHs Ta 3aCTOCYBaHHS JIKApChKUX 3aco0iB 3
MapKYBAHHSIM IHO3€MHOK MOBOI), 110 O(QiliiHO He BBO3MJIMCH HA TEPHUTOPIIO
Ykpainu, Bupoonunrea KRKA, d.d., Novo mesto, Slovenia:

- MIRZATEN 15 mg, cepiii DES977, DE3514;
- MIRZATEN 30 mg, cepiii DF2765, DF2712;
- MIRZATEN 45 mg, cepiit DE6357, DE6359.
/Po3znopsooicenns Jlepocnixcayarcou Ne685-001.1/002.0/17-25 sio 30.09.2025/.

2.9 Ha miacraBi HaIXO/DKEHHS TEPMIHOBUX TOBiIoMJeHb Big 16.09.2025
NeNe451-01.1/02.0/06.14-25, 450-01.1/02.0/06.14-25, 486-01.1/02.0/06.14-25 Bin
Jlep>kaBHOI CIIy)KOM 3 JIIKApCBKUX 3ac00iB Ta KOHTPOJIO 3a HAPKOTHKAMH Y
JIpBiBCBHKIN 0Omacti, iH(GopMmarii Bixg ["onmoBHOro ynpapmiaHsa HarioHanbHOI mosminmii
VYkpainu y JIbBiBCchbKiM oOmacti (nmucr Bim 22.07.2025 Ne 236167-2025) miomno
BUSIBJICHHsSI B 00Iry, BBE3€HUX 3 MOPYIICHHSIM JIIKAPCHKUX 3ac00iB, 3 MapKyBaHHIM
1HO3EMHOIO MOBOIO, 110 O(MILIHHO HE BBO3WIKWCH Ha TEPUTOPIIO YKpaiHU, 3 METOIO
AKTUBHOI MPOTHU/IT TOMIMPEHHIO JIIKAPCHKUX 3aC001B, MIISTXH HAAXOIKCHHS Ta YMOBH
30epiraHHs SIKUX HEBIJOMI, BUSHAYUTHU SIKICTh Ta OE3MEYHICTh SKUX HEMOXIIHUBO, 3
OTJIAly Ha Te, M0 Taka MPOAYKIls € HEeOe3MEeYHOI Ta MOXKE HECTH MOTCHIINHHY
3arpo3y >KUTTIO Ta 3J0pPOB’I0 HACEJIEHHS, 3a00pOHSETHCS peani3auis, 30epiranas Ta
3aCTOCYBaHHS JIIKapChKUX 3aco0iB BHPOOHUITBA Janssen, 3 MapKyBaHHSM
iH03eMHOI0 MOBOIO, 1110 0(iliiiHO He BBO3WJINCH HA TEPUTOPIO YKPaiHuU:

-TOPOMAX 25 mg, cepiii 24BQ338, 24CQ391;
-TOPOMAX 50 mg, cepii 24FQ205.
/Poznopsooicenns [eporcnixcayocou Ne686-001.1/002.0/17-25 sio 30.09.2025/.

2.10 Ha migcraBi HaaxoKEHHS TEPMIHOBHX NOBimomieHb Bimx 16.09.2025
NeNe 581-01.1/02.0/06.14-25, 583-01.1/02.0/06.14-25, 592-01.1/02.0/06.14-25, 568-
01.1/02.0/06.14-25, BiJ 12.09.2025 NeNe265-01.1/02.0/06.14-25, 400-
01.1/02.0/06.14-25, BiJ 16.09.2025 NeNe580-01.1/02.0/06.14-25, 575-
01.1/02.0/06.14-25, 574-01.1/02.0/06.14-25, 577-01.1/02.0/06.14-25, Bix 12.09.2025
NeNe375-01.1/02.0/06.14-25, 286-01.1/02.0/06.14-25, 395-01.1/02.0/06.14-25 Bin
Jlep>xaBHOI Ciy’0M 3 JIKapChKUX 3acOo0IB Ta KOHTPOJIIO 32 HAPKOTUKAMH Yy
JIpBiBCBHKIN oOmacti, iH(GopMmarii Big ["onoBHOro ynpapmiHHs HarioHanbHOI mosmini
VYkpainun y JIpBiBchkidt oOmacti (et Bim 22.07.2025 Ne 236167-2025) mono
BUSIBJICHHS B 00IT'y, BBE3€HUX 3 MOPYIIECHHSAM JIIKapChKUX 3aC00IB, 3 MapKyBaHHSIM
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1HO3EMHOIO MOBOIO, 110 OMIIIHHO HE BBO3WJIKNCH Ha TEPUTOPIIO YKpaiHH, 3 METOIO
AKTUBHOI MPOTHU/I1i MOMIUPEHHIO JIKApPChKUX 3aC001B, IIJISAXH HAIXOMKCHHS Ta YMOBHU
30epiraHHs SKMX HEBIJOMI, BU3HAYUTH SKICTh Ta OE3MEYHICTh SKHUX HEMOXJIHUBO, 3
OTJIAy Ha Te, IO TakKa IMPOAYKIlSA € HeOe3NMeYyHOI Ta MOXKE€ HECTH MOTCHINHHY
3arpo3y >KUTTIO Ta 370POB’I0 HACEJICHHS, 3a00pOHSIETHCS peanti3allis, 30epiranas Ta
3aCTOCYBaHHS JIIKapCchkuX 3aco0iB BuUpoOHunTBa Novo Nordisk, Dania, 3
MapKYBAHHSIM IHO3€MHOK MOBOI), 110 O(QiliiHO He BBO3MJIMCH HA TEPHUTOPIIO
Ykpainu:

-RYBELSUS 3 mg, cepiii PS6L.M83, PS6LY69, RS6NJ59, PS6MLA41;

-RYBELSUS 7 mg, cepiii P08A948, PS6LW73, RS6NGY90, RS6NC32,
PS6MF88, PSOMKT71;

-RYBELSUS 14 mg, cepiii PS6ML93, RS6NF24, RS6NF23.
/Po3znopsooicenns Jlepocnixeayacou Ne687-001.1/002.0/17-25 sio 30.09.2025/.

2.11 Ha mizxcraBi HaAXOKEHHS TEPMIHOBUX mMoBigomiieHb Big 16.09.2025
NeNe 594-01.1/02.0/06.14-25, 595-01.1/02.0/06.14-25 Big [epkaBHOi Ciy)0u 3
JIKapChKUX 3aC001B Ta KOHTPOJIIIO 32 HAPKOTHKaMU y JIbBIBChKil 00macTi, iHdopmarii
Bil ['omoBHoro ymnpasmiads HamionansHoi mominii Ykpainu y JIbBIBCBKiN 006macTi
(mucr Bim 22.07.2025 Ne 236167-2025) mono BusiBiIeHHS B 00Iry, BBE3CHHX 3
MOPYIICHHSIM JIIKapChKUX 3aC001B, 3 MAPKyBaHHSAM 1HO3EMHOIO MOBOIO, IO O(DIIiiTHO
HE BBO3BWIWCH Ha TEPUTOPII0 YKpaiHW, 3 METOK AKTUBHOI MPOTHII MOIIMPEHHIO
JIKapChKUX 3aco01B, HUISIXH HAJIXOJKEHHS Ta yMOBHM 30€piraHHs SIKUX HEBIIOMI,
BU3HAYUTU SIKICTh Ta OE3MEYHICTh SIKUX HEMOXJIMBO, 3 OTJIAy HAa Te, 10 Taka
MPOJAYKIliSl € HEOE3MEUHOI Ta MOXKE HECTHU MOTEHIIMHY 3arpo3y *KHUTTIO Ta 370POB’I0
HaceJeHHs, 3a00pOHSAEThCA peanizallisi, 30epiraHHd Ta 3aCTOCYBaHHS JIKapChKOIO
3aco0y:

- CIPRALEX 10 mg, cepiii 2796815, 2811473, supoonnursa LUNDBECK,
3 MApPKYBaHHSIM iHO3€MHOI0 MOBOIO, [0 O(iliiHO He BBO3MBCS HA TEPUTOPIIO
Ykpainu.

/Poznopsooicenns [epowcnixcayscou Ne688-001.1/002.0/17-25 6io 30.09.2025/.

2.12 Ha mijxcraBi HaaXxo/HKEHHS TEpMiHOBOro moBigomiieHHs Big 22.09.2025
Ne 783-01.2/02.0/06.14-25 Bin [epxaBHoi ciyxOu 3 JIKapchbKuUX 3aco0iB Ta
KOHTpPONIIO 3a HapkoTukamu y JIbBiBChKiil oOmacti, iH(popmanii Bix [omoBHOTO
ynpasimiHHsa HamionansHoi momimii Ykpainm y JIbBIBCbKIM o00macti (JIMCT BiA
22.07.2025 Ne 236167-2025) moa0 BUSBIEHHS B 00iry, BBE3€HUX 3 MOPYIIECHHAM
JIKapChKUX 3ac001B, 3 MAPKyBaHHSIM 1HO3€MHOIO MOBOIO, 1110 O(IIIHHO HE BBO3SWIHCH
Ha TEPUTOPII0 YKpaiHW, 3 METOI AaKTHUBHOI MNPOTUAIl MOIIMPEHHIO JIKAPCHKUX
3ac00iB, NUISAXU HAJAXOMKCHHS Ta yMOBU 30epiraHHs SKMX HEB1JIOMi, BU3HAYUTHU
SKICTh Ta O€3NEYHICTh SIKUX HEMOJKJIMBO, 3 OINIAAY Ha Te, IO Taka MPOAYKLIS €
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HeOEe3MeUHOI0 Ta MOKEe HEeCTH TOTEHIIIHY 3arpo3y >KHTTIO Ta 37J0POB’I0 HACEJICHHS,
3a00pOHSETHCS pealtizallisi, 30epiraHHs Ta 3aCTOCYBaHHS JIIKapChKOTo 3aco0y:

- EMANERA 40 mg, cepii SM0939, supoonunrsa KRKA, 3 MapkyBaHHsAIM
iHO3eMHOI0 MOBOI0, 1110 0(iiHHO He BBO3UBCS HA TEPUTOPil0 YKpaiHM.

/Poznopsooicenns Hepocnixcayocou Ne689-001.1/002.0/17-25 io 01.10.2025/.

2.13 Ha mixcraBi HaAXOMKEHHS TEPMIHOBHX moBimomieHb Bixm 12.09.2025
NeNe 389-01.1/02.0/06.14-25, 357-01.1/02.0/06.14-25 Big JepxaBHOi ciyx0u 3
JIKapChbKUX 3aC001B Ta KOHTPOJIIO 32 HApKOTUKaMHu Y JIbBIBCBKiN 00macTi, iHdopmarii
Bl ['omoBHOrO ynpasminHs HanionansHoi momiuii Ykpainu y JIbBIBCbKIA 00macTi
(uer Big 22.07.2025 Ne 236167-2025) miono BUSIBIEHHS B 00Iry, BBE3E€HHUX 3
NOPYIIEHHSIM JIIKApChKUX 3aC001B, 3 MApKyBaHHAM 1HO3EMHOIO MOBOIO, 10 O(DIIIiTHO
HE BBO3ZWJIMCh Ha TEPUTOPIIO YKpaiHW, 3 METOK aKTUBHOI MPOTU[Ii MOIIMPEHHIO
JKapChKUX 3ac001B, NUISIXM HAIAXOJKEHHS Ta YMOBHU 30€piraHHs SIKMX HEBIJIOMI,
BU3HAYUTHU SIKICTh Ta OE3MEYHICTh SIKUX HEMOXJIMBO, 3 OIJIAIy Ha Te, 10 Taka
MPOYKIliA € HEOE3MEeYHOI0 Ta MOXKE HECTU MOTEHIIMHY 3arpo3y )KHUTTIO Ta 3J0POB’I0
HaceJIeHHs, 3a00pOHSEThCA peanizailisi, 30epiraHHs Ta 3aCTOCYBaHHS JIKapChKOIO
3aco0y:

- ROVAMYCINE, cepiii 3U001, 3U002, pupoonnursa SANOFI S.P.A.,
3 MapKyBaHHSIM iHO3€MHOK) MOBOI, 10 O(QiliiiHO He BBO3UBCA HA TEPUTOPiI0
Ykpainu.

/Po3znopsocenns Jlepocnixcayarcou Ne690-001.1/002.0/17-25 sio 01.10.2025/.

2.14 Ha mincraBi HaAXOKEHHS TEepMiHOBUX moBigomiieHb Big 12.09.2025
NeNe 404-01.1/02.0/06.14-25, 291-01.1/02.0/06.14-25 Bin [epkaBHOi Ciy)0u 3
JIKapChKHUX 3ac001B Ta KOHTPOJIIO 3a HAPKOTHKaMU y JIbBIBChKil 00nacTi, iHdopmarii
Bin ["onoBHoro ympasninHs HarionaneHoi mominii Ykpainu y JIbBIBChKiN 00yacTi
(muer Big 22.07.2025 Ne 236167-2025) miono BUsIBIEHHS B 00Iry, BBE3E€HHUX 3
MOPYIISHHSIM JIIKapChKHUX 3ac001B, 3 MAPKyBaHHSAM 1HO3EMHOIO MOBOIO, 110 O(MIIIHHO
HE BBO3WJIMCh Ha TEPUTOPiIO YKpaiHW, 3 METOK aKTUBHOI MPOTHJII MOIIUPEHHIO
JIKApChKUX 3ac001B, NUISIXM HAIXOJKEHHS Ta YMOBH 30epiraHHs SKHX HEBIJIOMI,
BU3HAYHUTH SKICTh Ta OE3MEUYHICTh SIKUX HEMOXJIHMBO, 3 OTJIAIYy Ha Te, IO Taka
MPOIYKITiS € HEOE3MEeYHOI0 Ta MOYKE HECTH TOTEHIIHY 3arpo3y KHUTTIO Ta 37I0POB IO
HacelleHHs, 3a00pOHSIETbCA peani3allisi, 30epiraHHs Ta 3aCTOCYBaHHS JIKapChKOTO
3aco0y:

- CO-AMLESSA, cepii NM2176, NM3742, supoonunursa KRKA, d.d.,
Novo mesto, Slovenia, 3 MapKyBaHHSIM iHO3eMHOK) MOBOI, 110 OQiuiiiHO He
BBO3HMBCSl HA TEPUTOPII0 YKpaiHu.

/Po3znopsioocenns Jlepocnixeayarcou Ne691-001.1/002.0/17-25 sio 01.10.2025/.
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2.15 Ha mincraBi HaaXO0KEHHS TEPMIHOBOTO TMoBigoMIIeHHs Bia 19.09.2025
Ne 687-01.1/02.0/06.14-25 Bix [epxaBHOi Ciy>kOM 3 JIKapChbKHUX 3aco0iB Ta
KOHTPOJIFO 3a HapkoTwkamu y JIbBiIBChKiM oOmacti, iH¢opwmariii Big ['oioBHOTro
ynpasiiads  HamionansHoi momimii Ykpainu y JIbBIBCbKIM o00sacti (JIMCT BiA
22.07.2025 Ne 236167-2025) mono BUSBICHHS B 00iry, BBE3€HUX 3 MOPYIICHHIM
JKapChKUX 3ac00iB, 3 MaPKyBaHHSIM 1HO3€MHOIO MOBOIO, 110 O(IIIHHO HE BBO3SWINCH
Ha TEPUTOPII0 YKpaiHW, 3 METOI0 AaKTUBHOI MPOTHUIIl TMOMIMPEHHIO JIKAPCHKUX
3ac00iB, IIISXM HAIXOKCHHS Ta YMOBHU 30€piraHHsi SKHMX HEB1IOMi, BU3HAYUTH
SKICTh Ta OE3MEUYHICTh SIKUX HEMOXJIMBO, 3 OIVISIAYy Ha Te, L0 Taka MPOIYKIIS €
HEeOE3MeUHOI0 Ta MOKE€ HECTH MOTEHIIIHY 3arpo3y >KUTTIO Ta 37J0POB’I0 HACETICHHS,
3a00pOHSETHCS peaizallisi, 30epiraHHs Ta 3aCTOCYBaHHS JIIKapChKOTo 3aco0y:

- NONPRES 25 mg, cepii 13347688, Bupoonuursa Adamed Pharma s.a., 3
MApPKYBAHHSIM iHO3€eMHOK MOBOIO, 10 O(QiUiifHO He BBO3HMBCH HA TEPHUTOPIIO
Ykpainu.

/Po3znopsiocenns Jlepocrixeayarcou Ne692-001.1/002.0/17-25 sio 01.10.2025/.

2.16 Ha mingcraBi HaJAXOHKEHHS TEPMIHOBHX TMoBigomiieHb Big 12.09.2025
NeNe 296-01.1/02.0/06.14-25, 323-01.1/02.0/06.14-25 Big [epkaBHOi Ciy)0u 3
JKapChKHUX 3aC00IB Ta KOHTPOJIIO 33 HAPKOTHKaMH y JIbBIBChKil 00macTi, iHdopmarii
Bil ['omoBHOTO ympasmiaas HamionansHoi modinii Ykpainu y JIbBIBCBKiN 00macTi
(mucr Bim 22.07.2025 Ne 236167-2025) mono BusiBiICHHS B 00Iry, BBE3CHHX 3
NOPYLIEHHSIM JIIKAPChKUX 3aC001B, 3 MapKyBaHHAM 1HO3EMHOIO MOBOIO, 10 O(DIIIITHO
HE BBO3BWJIMCh Ha TEPUTOPIKO YKpaiHW, 3 METOK aKTUBHOI MPOTH[II MOIIMPEHHIO
JIKapChKUX 3aco01B, HMUISIXM HAJIXOJKEHHS Ta YMOBHU 30€piraHHs SIKUX HEBIIOMI,
BU3HAYUTU SKICTh Ta OE3MEYHICTh SIKMX HEMOXJIMBO, 3 OTJIAJYy Ha Te, IO Taka
MPOAYKIiSl € HeOE3MEYHOI Ta MOYKE HECTH MOTEHIIMHY 3arpo3y *KHUTTIO Ta 370pPOB’I0
HaceJIeHHsI, 3a00pOHSEThCS peaiizallis, 30epiraHHs Ta 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y:

- VELAXIN ER 150 mg, cepiii N45A0624, A81A0824, Bupoonnursa Egis,
Hungary, 3 MapkyBaHHSIM iHO3€eMHOI0 MOBOIO, 110 OQiuiiiHO He BBO3HMBCS HA
TEPUTOPil0 YKpaiHu.

/Posnopsiooicenns Jlepocrixcayacou Ne693-001.1/002.0/17-25 sio 01.10.2025/.

2.17 Ha mijgcraBi Haaxo/DKEHHS TEpPMIHOBHX moBigomuieHs Bix 12.09.2025
NeNe 287-01.1/02.0/06.14-25, 276-01.1/02.0/06.14-25 Big JepxaBHOi ciyx0u 3
JIKapChKUX 3ac001B Ta KOHTPOJIIO 33 HAPKOTHKaMU y JIbBIBChKilM 00nacTi, iHpopmMarii
Bl ['omoBHOro ynpasminHs HanionansHoi momiuii Ykpainu y JIbBIBCbKINA 00nacTi
(muer Big 22.07.2025 No 236167-2025) miono BUSIBIEHHS B 00Iry, BBE3E€HHUX 3
NOPYIICHHSIM JIIKApChKUX 3aC001B, 3 MAPKyBaHHAM 1HO3EMHOIO MOBOIO, 10 O(DIIIITHO
HE BBO3ZWJIMCh Ha TEPUTOPIIO YKpaiHW, 3 METOK aKTUBHOI MPOTU[II MOIIMPEHHIO
JKapChKUX 3ac001B, NUISIXM HAIXOJKEHHS Ta YMOBHU 30€piraHHsl SIKMX HEBIJIOMI,
BU3HAYUTH SIKICTb Ta OE€3MEYHICTh SKUX HEMOXJIMBO, 3 OIJISAYy Ha Te, IO Taka
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MPOJYKIiSl € HEOE3MEYHOI Ta MOYKE HECTH MOTEHIIMHY 3arpo3y *KHUTTIO Ta 370pPOB’I0
HaceJIeHHsI, 3a00pOHSEThCS peaiizallis, 30epiraHHs Ta 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y:

- MIRTADEPI 30 mg, cepiii 143412, 160099, BupoonunrBa Salutas Farma,
Germani, 3 MapKyBaHHSIM iHO3€MHOI0 MOBOI0, 0 OQiliiiHO He BBO3UBCSH Ha
TEePUTOPil0 YKpaiHu.

/Posnopsiooicenns Jlepocrixcayacou Ne694-001.1/002.0/17-25 sio 01.10.2025/.

2.18 Ha miacraBi HaaAXOMKEHHS TEPMIHOBUX mMoOBimomieHb Bif 19.09.2025
Ne731-01.1/02.0/06.14-25, Bim 22.09.2025 NeNe778-01.2/02.0/06.14-25, 763-
01.2/02.0/06.14-25 Bin Jlep:xaBHOT CIy>KOU 3 JIIKAPCHKUX 3aC00IB Ta KOHTPOJIO 3a
HapkoTUKaMu y JIbBIBChKiM oOnacti, iH(popmanii Big [0J0BHOrO ynpaBiliHHS
Hauionanenoi momimii Ykpainu y JIbBiBcbkiil oOmacti (et Big 22.07.2025 Ne
236167-2025) mono BUSBIEHHS B 00Ty, BBE3€HHUX 3 MOPYLIEHHSM JIKAPCHKUX
3aco0iB, 3 MapKyBaHHSM 1HO3€MHOIO MOBOIO, IO OMIIIHHO HE BBO3WIWCH Ha
TEPUTOPi0 YKpaiHU, 3 METOK aKTHUBHOI MPOTHIIi MOIIUPEHHIO JIKApPChKUX 3aC00i1B,
IUIAXW HAJIXOJDKEHHS Ta YMOBHM 30epiraHHsl SKUX HEB1JIOMI, BU3HAYUTH SAKICTh Ta
O€3MEeYHICTh SKUX HEMOKJIIMBO, 3 OTJISIY Ha Te, IO TaKa MPOAYKIIS € HeOe3MeuHOI0
Ta MOXE HECTH MOTEHIIHHY 3arpo3y >KUTTIO Ta 3JI0POB’I0 HACEJICHHS, 3a00POHIETHCS
peasnizaiis, 30epiraHHs Ta 3aCTOCYBaHHS JIIKApChbKUX 3ac00iB BUpoOHunTBa Merck
Sharp & Dohme B.V., 3 mapkyBaHHAAM IHO3€MHOI0 MOBOIO, 110 OdiliiiHO He
BBO3HMJIMCH HA TEPUTOPIK0 YKpaiHM:

-EMEND, cepii Z003211;
-EMEND 80, cepiii Y12624, Y019014..
/Po3znopsooicenns Jlepocnixenyarcou Ne695-001.1/002.0/17-25 sio 01.10.2025/.

2.19 Ha miacraBi HaaXOKEHHSI TEPMIHOBOTO MoBimoMIIeHHs Bin 22.09.2025
Ne 777-01.2/02.0/06.14-25 Bin J[epxkaBHOi cnyxOuW 3 JIIKapChbKUX 3aco0iB Ta
KOHTPOJIFO 3a HapkoThkamu y JIbBiIBChKiM oOmacti, iH¢opmaliii Big ['oioBHOTro
ynpaBiinHsg HarmionaneHoi mominii Ykpainn y JIpBIBChKiM o0nacTi (JIMCT BijJ
22.07.2025 Ne 236167-2025) mono BUSBIECHHS B 00iry, BBE3€HUX 3 MOPYIICHHAM
JIKapChKHUX 3ac00iB, 3 MAPKyBaHHSIM 1HO3€MHOIO MOBOIO, 1110 O(IIIHHO HE BBO3WINCH
Ha TEPUTOPII0 YKpaiHW, 3 METOI0 AaKTUBHOI MPOTHUIIl MONIMPEHHIO JKAPCHKUX
3ac001B, NUISAXW HAAXOKCHHS Ta yMOBHU 30€piraHHS SKUX HEBIIOMi, BU3HAYUTH
SKICTh Ta OE3IMEYHICTh SKUX HEMOXJIMBO, 3 OTJISAy Ha T, MO TaKa MPOIYKINS €
HEOE3MEeYHOI0 Ta MOXKE HECTH TOTEHIIIIHY 3arpo3y JKUTTIO Ta 3I0POB’F0 HACEJICHHSI,
3a00pOHSETHCA pealizallis, 30epirands Ta 3aCTOCYBaHHS J1KapChbKOT0 3aC00y:

-THYROSAN 50 mg, cepii 240402, Bupoonuursa SUN FARM Sp.z o.0.,
Poland, 3 MapkyBaHHSIM iHO3eMHOI0 MOBOI, 0 O(QIiUiiiHO He BBO3HUBCH HA
TEPUTOPil0 YKpaiHH.

/Po3znopsioacenns Jlepocnixeayarcou Ne696-001.1/002.0/17-25 sio 02.10.2025/.
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2.20 Ha migcraBi HaJaXOJKEHHs TEPMIHOBUX IMoBigomiieHb Biag 16.09.2025
Ne472-01.1/02.0/06.14-25, Big 17.09.2025 NeNe642-01.1/02.0/06.14-25, 641-
01.1/02.0/06.14-25, BIJI 26.09.2025 NoeNe816-01.1/02.0/06.14-25, 818-
01.1/02.0/06.14-25, Bix 29.06.2025 Ne819-01.1/02.0/06.14-25, Bix 16.09.2025 Ned47-
01.1/02.0/06.14-25 Bin Jlep>kaBHOi CIy>KOHM 3 JIKapChKUX 3aC00IB Ta KOHTPOJIIO 32
HapkoTuKamMu y JIbBiBChKiM oOmacti, iH(Mopmarii Big [050BHOTO ympaBiiHHS
Hamionansroi momirnii Ykpainu y JIeBiBchkiit oOmacti (et Bim 22.07.2025 Ne
236167-2025) momo BuUsBIEHHS B OO0ITY, BBE3CHHMX 3 MOPYIICHHSM JIKapPChKUX
3aco0iB, 3 MapKyBaHHSM 1HO3€MHOIO MOBOIO, 110 OQIIIHHO HE BBO3WINCH Ha
TEPUTOPII0 YKpaiHU, 3 METOI aKTUBHOI MPOTH/II MOIIMPEHHIO JIIKAPChKUX 3ac00iB,
IUIAXM HAJIXOJKEHHS Ta YMOBM 30€piraHHsl SKUX HEBIJIOMI, BU3HAYUTH SAKICTh Ta
0€3MEeYHICTh SIKUX HEMOKJIMBO, 3 OISy Ha Te, [0 TaKa MPOAYKIS € HeOe3MeUHOI0
Ta MOK€ HECTH MOTEHIIIHY 3arpo3y XKHUTTIO Ta 3J0POB’0 HACEJICHHs, 3a00pOHIETHCS
peamizaliis, 30epiraHHs Ta 3acTOCYBaHHS JIKApChbKUX 3ac0o0iB BHPOOHMITBA
GlaxoSmithKline, 3 mapkyBaHHsIM iHO3eMHOI0 MOBOIO, 0 OQiuiiiHO He
BBO3WJINCH HA TEPUTOPII0 YKPAiHU:

-LITHIUM CARBONICUM GSK 250 mg, cepiii CAMA, C6H4, AMST,
D3VV, CTMF, CATY;

-LITHIUM CARBONICUM GSK 300 mg, cepii MH9154A..
/Poznopsooicenns Hepocnixcayancou Ne697-001.1/002.0/17-25 sio 02.10.2025/.

2.21 Ha miacTaBl HaaXOKEHHS TEPMiHOBOTO moBigomiieHHs Bim 22.09.2025
Ne 790-01.1/02.0/06.14-25 Bin J[lepxkaBHOi cioyxOuM 3 JIIKapCbKUX 3aco0iB Ta
KOHTPOJIIO 3a HapKoTUKamH Yy JIbBiBCbKiM oOsacti, i1H@opmauii Big I'orxoBHOro
ynpasimiHHsg HamionansHoi momimii Ykpainu y JIbBIBCbKIM o00macti (JIMCT BiA
22.07.2025 Ne 236167-2025) moao BUSBIECHHS B 00iry, BBE3€HUX 3 MOPYIICHHAM
JIKapChKUX 3ac001B, 3 MapKyBaHHSIM 1HO3€MHOIO MOBOIO, 1110 O(IIIHHO HE BBO3SWINCH
Ha TEpUTOPII0 YKpaiHW, 3 METOK AaKTHBHOI NPOTUIIl MOIIMPEHHIO JIKApPChbKUX
3ac00iB, NUISAXU HAJAXOMKCHHS Ta yMOBU 30epiraHHs SKUX HEBIJIOMi, BU3HAYUTHU
SKICTh Ta O€3MEYHICTh SIKUX HEMOXKJIMBO, 3 OINIAAY Ha Te, 10 Taka MPOAYKIIS €
HEOE3MeUHO0 Ta MOKE HECTH MOTEHIINHY 3arpo3y >KUTTIO Ta 3[J0pOB’I0 HACEJICHHS,
3a00pOHSETHCS peaizailisi, 30epiranHs Ta 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y:

-CA ATRA, cepii RDAAS23001, BupoOHunrBa Jenome Biophar, 3
MapKYBAHHSIM IHO3€MHOI0 MOBOIO, 10 OQiliiiHO He BBO3MBCI HA TEPHUTOPIIO
Ykpainu.

/Po3znopsocenns Jlepocrixcnyarcou Ne699-001.1/002.0/17-25 sio 02.10.2025/.

2.22 Ha miacTtaBi HaJIXO/JKEHHS TEPMIHOBHX MoOBioMieHb Bia 17.09.2025
Ne644-01.1/02.0/06.14-25, Bim 22.09.2025 NeNe791-01.1/02.0/06.14-25, 792-
01.1/02.0/06.14-25 Bin Jlep>kaBHOT CIIY>KOU 3 JIIKAPCHKUX 3aCO0IB Ta KOHTPOJIO 3a
HapkoTMKaMu y JIbBIBChKiM oOsacti, iHpopmalii Big [0J0BHOrO ynpaBiiHHS
HamionanpHoi momimii Ykpainu y JIbBiBCchbkiM oOmacti (nuct Bim 22.07.2025 Ne
236167-2025) mono BUSABICHHS B O0ITy, BBE3€HHUX 3 IOPYHIEHHSM JIKApPChKUX




12
3aco0iB, 3 MapKyBaHHSM 1HO3€MHOIO MOBOIO, IO OMIIIHHO HE BBO3WIMCH Ha
TEPUTOPi0 YKpaiHU, 3 METOK aKTHUBHOI MPOTHUIIi MOIIUPEHHIO JIKApPChKUX 3aC00i1B,
NUSIXM HAJIXO/DKCHHS Ta yMOBU 30epiraHHs SKUX HEBIJOMi, BU3HAUYMUTH SKICTH Ta
O€3IeUHICTh SKMX HEMOJKJIMBO, 3 OTUISIY Ha Te, IO Taka MPOIYKINS € HeOEe3IeUHO0
Ta MOXE HECTH MOTEHIIWHY 3arpo3y >KUTTIO Ta 3JI0POB’I0 HACEJIEHHS, 3a00POHIETHCS
peasnizaiiisi, 30epiraHHs Ta 3aCTOCYBaHHS JIKaPChKHUX 3aCO01B:

-ABRAXANE 5 mg, cepii 4C073C, Bupoonunrsa Bristol Myers Squibb
(BMS);

-ABRAXANE 5 mg, cepiii 4B065B, 4B068B, Bupoonunursa Bristol Myers
Squibb Pharma.

/Po3znopsoocenns Jlepocnixcayarcou Ne702-001.1/002.0/17-25 sio 02.10.2025/.

2.23 Ha miacTtaBi HaaXOKEHHSI TEPMIHOBOTO MoBimoMJIeHHs Bix 22.09.2025
Ne 793-01.1/02.0/06.14-25 Bin J[epxkaBHOi cnyxOuM 3 JIKapChbKUX 3aco0iB Ta
KOHTPOJIFO 3a HapkoThkamu y JIbBiBChKiM oOnacti, iH¢opwmarlii Big ['oioBHOTrO
ynpaBiinHsg HarmionaneHoi mominii Ykpainu y JIbBIBChKiM o0nacTi (JIMCT BijJ
22.07.2025 Ne 236167-2025) mono BUSBIECHHS B 00iry, BBE3€HUX 3 MOPYIICHHAM
JIKapChKHUX 3ac00iB, 3 MapKyBaHHSIM 1HO3€MHOIO MOBOIO, 1110 O(IIIIHHO HE BBOSWINCH
Ha TEPUTOPII0 YKpaiHW, 3 METOI0 AaKTUBHOI MPOTHUIIl TMONIMPEHHIO JIKAPCHhKUX
3ac00iB, NUIAXW HAJAXOMKCHHS Ta yMOBH 30epiraHHs SKUX HEBIJIOMi, BH3HAYUTH
SKICTh Ta OE3IMEYHICTh SKUX HEMOXJIMBO, 3 OTJISAy Ha T, IO TaKa MPOIYKIsS €
HEOE3MEeYHOI0 Ta MOYKE HECTH TOTEHIIIHY 3arpo3y >KUTTIO Ta 3JI0POB’0 HACEJICHHSI,
3a00pOHSETHCA peanizallis, 30epirands Ta 3aCTOCYBaHHS JIKapChbKOT0 3aC00y:

-DIPROPHOS, cepii B107643, Bupoonuursa Organon Central East
GmbH, 3 MapkyBaHHSIM IHO3€eMHOI MOBOK, 10 O(iUiHHO He BBO3UBCH Ha
TEPUTOPil0 YKpaiHH.

/Po3znopsooicenns Jlepocnixeayarcou Ne703-001.1/002.0/17-25 sio 02.10.2025/.

2.24 Ha miacraBl HAJIXOJDKEHHs TEPMIHOBUX TMoBigomiieHb Bin 22.09.2025
Ne 744-01.2/02.0/06.14-25, Big  23.09.2025 Ne 798-01.2/02.0/06.14-25  Bin
JlepxaBHOI CIIy)KOM 3 JIIKapCbKUX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAMH Y
JIeBiBCBHKIN 0Omacti, iHGopMmarii Big ["onoBHOro ympapmiaHs HarioHanbHOI mosmiimii
VYkpainn y JIbBiBCchbKiM oOmacti (nmmer Bim 22.07.2025 Ne 236167-2025) miomo
BUSIBJICHHsSI B 00Iry, BBE3€HUX 3 MOPYIICHHSIM JIIKAPCHKUX 3ac00iB, 3 MapKyBaHHIM
1HO3EMHOIO MOBOIO, 110 O(MIIIHHO HE BBO3WIKNCH HA TEPUTOPIIO YKpaiHU, 3 METOIO
AKTUBHOI MPOTHU/IT TOMIMPEHHIO JIIKAPCHKUX 3aC001B, MIISTXH HAAXOIKCHHS Ta YMOBH
30epiraHHs SIKUX HEB1JOMI, BUSHAYUTHU SIKICTh Ta OE3MEYHICTh SKUX HEMOXIIHMBO, 3
OTJIAly Ha T, M0 Taka MPOAYKIS € HEeOE3MEeYHOI Ta MOXKE HECTH MOTCHIINHHY
3arpo3y >KUTTIO Ta 3J0pPOB’I0 HACEJIEHHA, 3a00pOHSETHCS peanizalis, 30epiranas Ta
3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y:

-CONVULEX 500 mg, cepiii 0A232A, 0A246A, BupooHuurBa Pharma
GmbH, 3 MapkyBaHHSIM IHO3€eMHOI0 MOBOIO, IO O(iUiiHO He BBO3MBCSA Ha
TEePUTOPil0 YKpaiHu.
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/Po3znopsooicenns Jlepocnixenyarcou Ne704-001.1/002.0/17-25 sio 02.10.2025/.

Ilpn BusiBJIeHHI 3pa3KiB BKa3aHUX JIKAPCbKHUX 3aC00iB BKUTH 3aX0AW L1010
BUJIYY€HHH iX 3 00iry NLJISIXOM 3HUILEHHS 200 NOBEPHEHHS NMOCTAYAIbLHUKY.

3. AO3BLJI1 HOHOBJIEHHSA OBITY

3.1. Ha migcraBi OTpUMaHHA TIO3UTUBHHMX pE3YJIbTaTIB JOAATKOBOIO
nociipxeHHs cepli 2308531 mikapebkoro 3aco0y TAJI3BEHHA, kancynu o 1 mr; o
30 xancyn y ¢dnakoni; 1 ¢uakon y kapToHHii kopoO11i, BupoOHuirea Excemna I'm6X
& Ko. KI', Himeyunmna (BHCHOBOK Iog0 sKOcTi Big 26.09.2025 Ne 951-25)-
JT03BOJISIETHCS] TOHOBJIEHHS 00ITY JIIKAPCHKOTO 3ac0o0y:

- TAJIBEHHA, kancyau no 1 mr; mo 30 kancya y ¢uiakoni; 1 ¢guiakon y
KapTOHHIi KopoOwi, cepii 2308531, BupoouuunrBa Excessia I'moX & Ko. KT,
Himewyunna (peecrpaniiine mociguenns Ne UA/18590/01/02).

/Piwennsa npo nownoenenns obicy nixksacobie Jepocnixcayscou Ne 705-
001.1/002.0/17-25 gio 02.10.2025/.

HoBinomuenns JepxxaBHoi ciy:k0u 3 JIKaAPpCHLKUX 32C00iB Ta KOHTPOJIIO 32
HAPpKOTHKaMM y XMeJbHUIbKIA o0sacti Ne6-01.1/02-30/05.23-24 Bix 05.01.2024
(mo3uisi) — BiAKJINKAETHCS.

Ilpy HacTymHMX MOCTABKAaX B:KUTH 3aX0Ad I1HOAO0 3amodiraHHs
npuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikKapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiIOMJICHHI.

Pe3yabTaTH  ONpaniOBaHHST TOBIIOMJIEHHST HAaAATH MNHCBMOBO /10
JepkaBHOI Cayk0uM 3 JIKAPCbKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH Y
XMeabHULBbKIA o0aacTti (29016 M. XMeabHuubkuii, JIbBiBchbke moce,10/1) go
10.10.2025p. 3 BiANOBiIHUMHU JOKYMeHTaMH. BianmoBigajbHicTh 32 BHKOHAHHA
PO3NOPSA/IKEeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBukonanns posnopsiaxeHns J[lepxxaBHoi ciay:kOm TsArHe 3a co0010
BiAMOBIIaJIbHICTH 3riIHO 3 YNHHUM 3aKOHOJABCTBOM Y KpaiHU.

HavajnbHuK ciry:R0N Irop MIVITHYYK

Haranis CTABULIBKA 66-01-07



