JIEPXKABHA CJTIYKBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JAEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMM Y XMEJBbHUIBKIN OBJIACTI

JIsBiBCBKE IOCE, 10/1, M. XMempHUIBKMH, 29016, Ten/dake: (0382) 66-01-07
e-mail: dIs.km@dls.gov.ua, Koxg €JIPIIOY 37098188

KepiBankam cy0’ekTiB rocnogapoBaHHs,
JiKYBAJbHO-NPOQIIAKTHYHHX 3aKJIA/TIB,
sIKi 3aliMal0ThCsl peaJiizanicio
(ToprisJiero), 30epiraHHAM Ta MeIUIHUM
3aCTOCYBAaHHSAM JIIKAPCHKHUX 32c00iB
(3a ciUCKOM)

IHOBIJOMJIEHHSA

1. PAJIBCHUDIKALIA

1.1. Ha mincrasi HagxoxxenHs: ingopmanii Bix I'osioBHOrO ynpasiiHHA 3
NPOTHAII CHCTEMHHUM 3arpo3aM YNpaBJIiHHIO Aep:kaBoio /lenapramMeHTy 3aXucTy
HalioHAJbHOI Aep:xkaBHOCTI CayxOu Oesmexku Ykpainu (auer Big 08.09.2026
Nel14/3/1-13591) mono BusiBiieHHst B 00iry cepii NRB40564 ¢anscudikoBanoro,
HE3aPeECTPOBAHOIO0 JIIKAPCHKOI0 3aco00y, 3 METOK AKTHUBHOI NPOTHUAIl
NOMIMPEHHIO JIKAPCHKUX 3aC00iB, NIISIXH HAJXOMKEHHSI Ta YMOBH 30epiraHHs
SIKUX HEBiJIOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 0 TAKAa NMPOAYKUIiA € He0e3NMeYHOK Ta MOKe HeCTH 3arpo3y KMTTI0 Ta
3I0POB 10 HACEJICHHA — 3a00POHAETBLCA peaJsiizanis, 30epiraHHsi Ta 3aCTOCYBAHHS
(panbcupikoBaHOT0, HE3APEECTPOBAHOIO JIKAPCHKOT0 3aC00Y:

- TERZAPOWER 60mg/Vial (Tirzepatide), 60mg/2ml, saiodinizoBanuii
MOPOILIOK, (pJIAKOH y KapPTOHHi KopoOui (Tepmin mpuaaTHocti 14/01/2028), Bcix
cepiii, 3 mapkyBanasiMm TRUE MED Ukraine.

/Posnopsooicenns Hepocnixcayscou Ne436-001.001/002.0/17-26 6io 15.09.2026/.

1.2. Ha migcraBi HagxomxeHHs1 iHpopmauii Bix 1'0;10BHOr0 ynpasJiHHA 3
NPOTH/II CHCTEMHHUM 3arpo3aM YNpaBJIiHHIO Aep:xkaBoio [lenmapramMeHTy 3aXucTy
HalioHAJbHOI Aep:xkaBHOCTI CayxOu Oe3smexkn Ykpainum (amer Big 08.09.2026
Nel14/3/1-13590) mono BusiBjieHHs B 00iry cepii TP-0522-01 ¢panscudikoBanoro,
HE3aPeECTPOBAHOIO JIIKAPCHKOro 3aco0y, 3 MeTOK AKTHUBHOI NPOTHAIl
NMOIIMPEHHIO JIIKAPCbKUX 3aC00iB, IIJISIXM HAJXOJKEHHSI TA YMOBHU 30epiraHHsi
SIKUX HEBiZOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
HA Te, IO TAKA MPOAYKUIA € He0e3NeYHOK Ta MOKe HECTH 3arpo3y KUTTIO Ta
3I0POB 10 HACEeJICHHA — 3a00POHAETHLCSA peaJiizalis, 30epiraHHs Ta 3aCTOCYBaHHS
(panbcuikoBaHOT0, HE3APEECTPOBAHOIO JIKAPCHKOT0 3aC00Y:
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- TERZAPOWER 20mg (Tirzepatide), 20mg/3ml, 1 pyuka-aniikarop y
KaApPTOHHiM kopoOui (Tepmin mnpuaarHocti 21/05/2028), 3 MapKyBaHHAM
BupooHuka Tpymen FOxpaiin, Kopes.
/Po3nopsooicenns [epocnixcayocou Ne437-001.001/002.0/17-26 6io 15.09.2026/.

1.3. Ha mincraBi HaaxomxeHHs iHdopmanii Bix ['0J10BHOr0 ynpasiiHHA 3
NPOTH/IiI CHCTEMHHUM 3arpo3aM YNpaBJIiHHIO Jep:xkaBoio lenmapraMeHTy 3aXUCTy
HanioHaabHOI Aep:kaBHOCTi Cury:k0u Oe3mexkun Ykpainum (et Bix 08.09.2026
Nel14/3/1-13585) mono BusiBjienHsi B 00iry cepii TZ0226 ¢danbcudikoBanoro,
HE3aPeECTPOBAHOIO0 JIIKAPCHKOI0 3ac00y, 3 MeTOKW AKTHBHOI NPOTHAIL
NOLIMPEHHIO JIKAPCHKUX 3aC00iB, HIISIXH HAJXOMKEHHSI Ta YMOBH 30epiraHHs
SIKMX HEBIOMi, BU3HAYHMTH SIKICTHh Ta 0€3MEYHICTh AKUX HEMOKJIUBO, 3 OTJISAY
HA Te, 0 TAKA MPOAYKUIA € He0e3MEeYHOK Ta MOKe HEeCTH 3arpo3y KUTTIO Ta
3/I0POB 10 HACEJeHHSs — 3a00POHSIEThCSI peaJizanis, 30epiraHHs Ta 3acCTOCYyBaHHA
dpanbcndikoBaHOT0, HE3APEECTPOBAHOIO JIIKAPCHKOI0 3aC00Y:

- TWINCRET® (TIRZEPATIDE) 20mg, pyuka-anjikaTop Ta 6 roJiok ajs
IINPUI-PYYKH, B KAPTOHHINA KOPoO1Ii, BCIX cepiii, 3 MapKyBaHHAM SunSci.

/Poznopsooicenns [epocnixcayscou Ne438-001.001/002.0/17-26 6io 16.09.2026/.

1.4. Ha mincraBi HaaxomxeHHs iHdopmanii Bix ['o/10BHOr0 ynpasiiHHA 3
NPOTHU/Iil CHCTEMHHUM 3arpo3aM YNpaBJIiHHIO Jep:xkaBoio lenapramMeHTy 3aXUCTy
HalioHAJbHOI Aep:xkaBHOCTI CayxOu Oesmexku Ykpainm (auer Big 08.09.2026
Nel14/3/1-13589) [0/10 BHUSIBJICHHA B 00iry dbanscudikosanoro,
HE3aPeECTPOBAHOI0 JIIKAPCHKOI0 3aco0y, 3 MeTOKW AKTHBHOI NPOTHAIL
MOLIUPEHHIO JIKAPCbKUX 3aC00iB, HIIAXH HAJXOMKEHHSI Ta YMOBHU 30epiraHHs
SIKUX HEBiOMi, BU3HAYHUTH AKICTHh Ta 0€3MEYHICTh SIKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 10 TAKa NMPOAYKUIA € He0e3NMeYHOK Ta MOKe HeCTH 3arpo3y KMTTI0 Ta
3I0POB 10 HACeJIECHHSI — 3a00POHSETHCA peaJtizanis, 30epiraHHs Ta 3aCTOCYyBAHHS
dpanbcndikoBaHOr0, HE3APEECTPOBAHOIO JIIKAPCHKOI0 3aC00Y:

- PEN PEPTIDE BIOPATID 2ml 20mg (TIRZEPATIDE), mnpuu-py4ka
y KapToHHiii kopoOui (tepmin mnpuaatHocti 19/04/2028), Bcix cepiid, 3
mapkyBanHsaiM BHpPoOHuUkiB HOMNEM CLINIC COMERCIO, UNIKKA
PHARMA LTD, bpa3uiis.

/Poznopsooicenns Hepocnixcayscou Ne439-001.001/002.0/17-26 6io 16.09.2026/.

1.5. Ha migcraBi HagxomxeHHs1 iHopmauii Bix I'os10BHOr0 ynpasJiHHA 3
NPOTH/II CHCTEMHHUM 3arpo3aM YNpPaBJIiHHIO Aep:kaBoio lenmapramMeHTy 3aXucTy
HAIOHAJIBHOI Aep:kaBHOCTI CuyxOm Oe3nmexku Ykpainu (nuct Big 08.09.2026
Nel14/3/1-13588) [0/10 BHUSIBJICHHA B 00iry dbanscudikosanoro,
HE3aPeECTPOBAHOIO0 JIIKAPCHKOI0 3aco0y, 3 METOK AKTHUBHOI NPOTHAIl
NMOIIMPEHHIO JIIKAPCbKUX 3aC00iB, IIJIIXM HAJXOJKEHHSI TA YMOBHU 30epiraHHsi
SIKUX HEBiOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OTJISIAY
HA Te, IO TAKA MPOAYKUIA € He0e3NeYHOK Ta MOKe HEeCTH 3arpo3y KUTTIO Ta
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3/10POB 10 HACeJeHHs — 3a00POHSIEThCS peaJizanis, 30epiraHHs Ta 3aCTOCYyBaHHA
dpanbcndikoBaHOr0, HE3APEECTPOBAHOIO JIIKAPCHKOI0 3ac00y:
- BIOPATID KIT 2ml 10mg (TIRZEPATIDE), 1 mmnpum-pyyka Ta
6 duaxkoniB y kapToHHI KopoOui (Tepmin npuaatHocti 20.03.2028), Bcix cepii,
3 mapkyBaHHsM BUpPoOHuUKa UNIKKA PHARMA LTD, bpa3uis.
/Posnopsioacenns Jlepocrixcayarcou Ne440-001.001/002.0/17-26 6io 16.09.2026/.

1.6. Ha mincrasi HagxoxxenHs: ingopmauii Bix I'osioBHOTO ynpasiiHHA 3
NPOTHAII CHCTEMHHMM 3arpo3aM yNpaBJIiHHIO Jep:kaBolo /lemaprameHTy 3axucry
HalioHAJbHOI Aep:xkaBHOCTI Ciyx0u Oesnmexku Ykpainu (meru Big 08.09.2026
NeNe14/3/1-13586, 14/3/1-13587) mono BusiBjieHHss B 00iry ¢anabcudikoBaHux,
HE3apeeCTPOBAHUX JIKAPCHKUX 3ac00iB, 3 MeTOKW AKTHUBHOI NPOTHIIl
NOMIMPEHHIO JIKAPCHKUX 3aC00iB, HIISIXM HAJXOMKEHHSI TAa YMOBH 30epiraHHs
SIKUX HEBiOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh SIKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 0 TAKa NMPOAYKUIA € He0e3MeYHOK Ta MOKe HeCTH 3arpo3y KMTTI0 Ta
3I0POB 10 HaceJIeHHSI — 3a00POHSIETHCS peaJtizanis, 30epiraHHs Ta 3aCTOCYyBaHHS
(panbcuikoBaHNX, HE3aPEECTPOBAHMUX JIKAPCHKHUX 3aC00IB:

- BIOPATID 2ml 40mg (TIRZEPATIDE), ¢piakon y kapToHHiii kopoOui

(tepmin nmpugatHocti 20.01.2028), Bcix cepiil, 3 MapKyBaHHSM BHPOOHHKA
HOMNEM CLINIC COMERCIO, bpa3uuis;

- BIOPATID 2ml 60mg (TIRZEPATIDE), ¢p1akon y kapToHHiii KopoOui
(repmin nmpuaatHocti 31.03.2028), Bcix cepiil, 3 MapKyBaHHSIM BHPOOHHUKA
HOMNEM CLINIC COMERCIO, bpa3uiis.

/Po3znopsioacenns Jlepocnixcayarcou Ne441-001.001/002.0/17-26 6io 16.09.2026/.

IIpn BUsIBJIeHHI 3pa3KiB BKAa3aHMX JKAPCHLKHUX 3aC00iB BXKUTH 3aX01U
00 BHWJIYYeHHs iX 3 00iry NILIAXOM 3HHUIIIEHHS 200 NOBEPHEHHS
MOCTAYAJIbLHUKY.

2. 3ABOPOHACTHCA

2.1. Ha mixcraBi HaAXO0AKeHHs TePMiHOBOro nosigomieHus Bix 09.09.2026
Ne586-01.1/03.0/06.10-26 /depxkaBHOi cayxk0u 3 JIKApCbKUX 3ac00iB Ta
KOHTPOJII0 32 HAPKOTUKaAMH y M. KHM€BI CTOCOBHO HEBiANMOBIAHOCTI BHUMOram
METOMIB KOHTPOJK SKOCTI 32 MNOKa3HUKOM «Omnuc» (HasiBHI CTOPOHHI
BKJIIOYEHHS YOPHOI0 KOJIbOPY 3 MATHITHUMH BJacTUBOCTAMHU) cepii B4U00225
JIKapCcbKOro 3aco0y — 3a00pOHSIETLCHA peaJtizanis, 30epiraHHsi Ta 3aCTOCYBAHHA
JIKapcbKOro 3aco0y:

- HIMECYJIJ, nopomok (cyOcTaHmiss) y MNOABIHUX makKeTrax 3
noJierwjieny 1A  ¢gapManeBTMYHOro 3acrocyBaHHs, cepii B4U00225,
pupooHunrBa Aapti par3 Jlimiten, Ingis (peecTpamiiine mnocBigueHHsI
NeUA/13773/01/01).

/Poznopsooicenns Hepocnixcayscou Ne435-001.001/002.0/17-26 6io 15.09.2026/.
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IIpn BusiBJIeHHI 3pa3KiB BKA3aHOI0 JIKAPCHLKHUX 3aC00y BKHMTH 3aX01U
00 BWJIYyYeHHS iX 3 00iry LLISXOM NOBEPHEHHS MOCTAYAJIbHUKY/BHPOOHHUKY
a00 3HHUIIIEHHS.

3. ZO3BLJI IIOHOBJIEHHS OBIT'Y

3.1. Ha mincrasi ingopmanii Bix TOB «b. Bpayn Meaikaa Ykpaina» (Jiuct
Bix 10.09.2026 N22003) crocoBHo cepii 23405404 Jikapcbkoro 3acody —
JA03BOJISIETHCS MOHOBJICHHSA 00iry JIIKApCbKOro 3acoy:

—IBYIIPO®EH Bb.BPAYH/B. Braun Ibuprofen Solution for Infusion
4mg/ml, po3uun mias inysii, mo 100ma, Nel0, Bcix cepiii, kpim cepii 23405404,
pupooHunTBa b. bpayn Menikan CA, Icnanis (peecTpauniiiHe NOCBiI4YeHHS
NeUA/20732/01/02).

/Piwenns npo nonosnenus obiey nixzacoby epowcnixcuycou

Ne442-001.001/002.0/17-26 6io 16.09.2026/.

[ToBimommenns: JlepkaBHOT Ciy)OH 3 JIKapChKUX 3acO0IB Ta KOHTPOIIO 3a
HapKoTUKaMH y XMenbHULBKIH obmacti Nel92-01.1/02/05.23-26 Big 11.09.2026
(mo3utlisl) — BIIKJIMKAETHCH YaCTKOBO.

3.2. Ha mincrasi 3sepHeHHs llpeacraBuuurea «I'erepo Jla03 JlimiTtex»
(mucru Big 24.07.2026 NeNe523, 525), no3uTUBHHUX Pe3yJbTATIB J101ATKOBOIO
pocaigxennss cepiii E254586, E254587 aikapcbkoro 3aco0y (BMCHOBKH II0A0
sikocTi Big 15.09.2026 NeNe26/3211, 26/3212) — 103B0JsSIETHCSI IOHOBJICHHA 00iry
JIKapcbKOro 3aco0y:

— JIABUH, tabjeTrKku, BKPUTI IJIIBKOBOW 000J0HKOI0, Mo SmMr mo 10
TabJeTok y OJaicrepi; mo 3 OJicrepu B KapTOHHi kopoOui, cepiii E254586,
E254587, sBupoonuurBa Ierepo Jla63 Jlimiten, Inmis (peecrpamiiine
nocBiguenHss NeUA/17410/01/01).

/Piwenns npo nonosnenns ooiey nikzacooy [lepaicaixciyocou
Ne443-001.001/002.0/17-26 6io 17.09.2026/.

[ToBimomnenHs JlepkaBHOT Ciy’OHM 3 JIIKAPCHKUX 3aCO00IB Ta KOHTPOJIO 3a
HAapKOTUKaMHU y XMenbHULBKIA oOnacti Ne74-01.1/02/05.23-26 Big 30.03.2026
(Mo3uIIis) — BIIKJIHKAETHCH YaCTKOBO.

Ilpy HACTYmHHX MOCTABKAX BKUTH 3aX0Ad 1I0A0 3amno0iraHHs
npuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJeHUX B
NOBiTOMJICHHI.

Pe3yabTaTH oOmpamioBaHHA NOBIIOMJIEHHSI HAJAaTH NHCHBMOBO /10
Jep:xaBHOI ciay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJ 32 HAPKOTHKAMH Y
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XMeabHULBbKIA o0saacTti (29016 m. XmeabHuubkuii, JIbBiBchbke moce,10/1) mxo
25.09.2026p. 3 BiANOBIAHUMH JOKYMEHTAMH. BianoBigajJbHICTL 32 BHKOHAHHSA
PO3NOPSIIZKEeHb NMOKJIAJAETHCS HA KEPIBHUKIB Cy0’€KTIB rocnogapoBaHHs.
HeBukonannst po3nopsii:kenHsi /lepskaBHol ciayx0u Tsrae 3a co0010
BiAMOBIAQJBHICTD 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM Y KpPaiHM.

B. 0. HayanbHMKA CIIyXKON Caitnana MATIAII

Tanna TAJIAITYYK 66-01-07



