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 migncraBi HaAXOM:KeHHSI MiKHAPOJAHOI0 TNOBIIOMJIEHHSI BiJ
peryasitopHoro oprany Mexkcuku Ne25/2026 moxo BHUSIBJIeHHS B 00iry
cepii PPSK617 ¢aabcudikoBanoro Jikapcbkoro 3aco0y, 3 MeTOW AKTHBHOI
NPOTHAII MOIIMPEHHIO JIKAPCHKHUX 3aC00iB, HIIAXH HAAXOIKEHHSI Ta YMOBH
30epiraHHsi SIKMX HEBiIOMI, BH3HAYMTH SAKICTb Ta O0€3MEeYHICTh JKHX
HEMOKJIUBO, 3 OTJISIIY HA Te, [0 TAKA NMPOAYKIif € He0e3MeYHOI0 Ta MOKe HECTH
3arpo3y SKHTTIO Ta 3/0POB K0 HAacCeJIeHHsI — 3a00pOHSIETLCH peaJtizailis,
30epiraHHs Ta 3acTOCyBaHHA PaabCH(PIKOBAHOIO JIKAPCHKOT0 3ac00y:

- OZEMPIC® (Semaglutide), 0.25mg-0.5mg/doses, po3unH ;s iH'ekuiii y
NnonepeIHbO 3aMOBHEHIH MNPUI-PYYlli, y KAPTOHHIl KkopoOui 3 1 pyukorw Ta 6
0JHOpPa30BMMHU rojkamu (6 no3), cepii PPSK617, 3 MmapkyBaHHIM BHPOOHUKA
Novo Nordisk A/S.

/Poznopsooicenns Hepocnixcayoucou Ne278-001.2/002.0/17-26 sio 01.06.2026/.

1.2. Ha migcraBi HaaxomxeHHs iHpopmauii Bix I'os10BHOr0 ynpasJiHHA 3
NPOTH/II CHCTEeMHHUM 3arpo3aM YNpPaBJIiHHIO Aep:kaBoio /lenmapramMeHTy 3aXucTy
HalioHAJbHOI Aep:xkaBHOCTI CayxOu Oe3smexku Ykpainm (amer Big 29.05.2026
Nel4/3/1-8357) 1I0/10 BHUSIBJICHHSA B 00iry dbanscudikosanoro,
HE3aPeECTPOBAHOIO JIKAPCHKOro 3aco00y, 3 MAPKYBAHHSAM IHO3€MHOI0 MOBOIO,
0 odiniiiHO He BBO3UBCS HA TEPUTOPiI0 YKPAIHHU, 3 METOI0 AKTUBHOI MPOTHUAII
NMOIIMPEHHIO JIIKAPCbKUX 3aC00iB, IIJISIXM HAJXOJKEHHSI TA YMOBHU 30epiraHHsi
SIKUX HEBiZOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
HA Te, IO TAKA MPOAYKUIA € He0e3NMeYHOK Ta MOKe HECTH 3arpo3y KUTTIO Ta
3I0POB 10 HACEeJICHHA — 3a00POHAETHLCSA peaJiizalis, 30epiraHHs Ta 3aCTOCYBaHHS
¢panbcudikoBanoro, HeaapeGCTpOIE‘x?Hnm_rrggglp%lcoro 3aco0y:
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- TRZ-10 (Tirzepatide (rDNA origin), KOHTeliHep i3 MPO30pPOro MJIACTHKY,
mo Micturh JABa ckiagHUX ¢Guakonn: TRZ-10, 10mg/vial; WATER
(bacteriostatic USP) 3ml/vial, Bcix cepiii, i3 mapkyBanusim GENIK, Netherlands,
110 0(iniiHO He BBO3UBCH HA TEPUTOPi0 YKpaiHU.
/Poznopsooicenns Hepocnixcayoncou Ne281-001.2/002.0/17-26 sio 03.06.2026/.

Ilpn BusiBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHKHUX 3aC00iB B:KUTH 3aX01H
00 BWIy4YeHHsl iX 3 00iry HLISIXOM _3HHMIIEHHS 200 TNOBEPHEHHH
NMOCTA4YAJIbLHUKY.

2. 3ABOPOHACTHCA

2.1. YV 3B’a3Ky i3 3aKiHYeHHSIM CTPOKY THM4YacoBoi 3a00poHH Ta
HEMOKJIMBOCTI  3iMCHEHHSI KOHTPOJIO SIKOCTI JIKAPCBKOro 3acody —
3a00pOHSIETHLCA peaJtizanis, 30epiranHs Ta 3aCTOCYyBaHHS JIKAPCHKOT0 3aC00Yy:

- EBPOPACT KOMBI, kancyaun m'saki, 200mr/500mr, mo 10 xamcya y
Oaicrepi; mo 1 OJuicrepy B KapToHHi kopoOumi, cepii GX3009, GX3010,
BUPOOHUITBA Ouais XeJickep, Innin (peectpauiiine NOCBiTYeHHA
NeUA/19195/01/01).

/Poznopsooicenns Hepocnixcayscou Ne274-001.2/002.0/17-26 sio 01.06.2026/.

2.2. Ha miacraBi HAAXOAKeHHs TEPMIHOBOro noBigoMmieHHs Bix 28.05.2026
Ne216-01.1/03/06.04-26 /lep:kaBHOI CJ1y:KOM 3 JIIKAPCHKUX 32C00iB Ta KOHTPOJIIO
3a HAPKOTHKaMH y /IHipomeTpoBChHKiH 00/1aCTi Ta HEraTUBHOIO ceprudikary
aHaaizy Big 27.05.2026 Ne(0920 ymoBHOBa)keHOI Ja0opaTopii CTOCOBHO
HEBIANMOBIAHOCTI BHMOraM MeTOAIB KOHTPOJIIO SIKOCTI 32 TOKA3HUKOM
«MapkyBanus» (inpopmanmisi, mo HaHecena mpudrTom bpaiias, ¢
HeuuTadeabHOW0) cepii PGN6003 gikapcbkoro 3aco0y — 3a00pOHAETBHCA
peaJiizanisi, 30epiraHHs Ta 3aCTOCYBAHHS JIIKAPCHKOIO0 3ac00Y:

- METPOI'UI®, resib ajisi 30BHIIIHLOTO 3actocyBanHs, 10mr/r, mo 30r y
TyOl 3 JIaMIHOBAHOT0 IJIACTUKY, 10 1 Ty0i B kapTOHHIiil kopoOui, cepii PGN6003,
BUpoOHUUTBA FOHik PapmacsroTukan Jlaboparopi3 (Binainenns gpipmu «/x. b.
Kemikan3 enn ®apmacbrotukan3 Jra.»), [aais (peecrpaniiiHe mocBiguyeHHs1
NeUA/2871/03/01).

/Po3znopsoocenns Jlepocnixenyarcou Ne279-001.2/002.0/17-26 sio 01.06.2026/.

Ilpn BuUsABJIeHHI 3pa3KiB BKAa3aHMX JIKAPCHLKHUX 3aC00IB BXKUTH 3aX01H
[0/I0 BUJIYYeHHH iX 3 00iry HLJISIXOM NOBEPHEHHS MOCTAYAJIbHUKY/BUPOOHHUKY
200 3HUIIIEHHS.
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3. THUMYACOBO 3ABOPOHACTHCAH

3.1. Ha miacTaBi HAAX0/:KeHHS TEPMiHOBOI0 noBigoMiaeHHs Bix 28.05.2026
Ne102-01.1/02.0/06.07-26 [dep:xxaBHOI cay:k0M 3 JiKapcbKHX 3ac00iB Ta
KOHTPOJIK 32 HAPKOTHKAMH Yy 3akKapnarcbKid 00J1acTi Ta HEraTUBHOIO
BHCHOBKY 100 siIKocTi Bix 27.05.2026 Ne81 JlaGoparopii 3 KOHTPOJIIO AKOCTI
JIKApChKHUX 3ac00iB Ta Mean4yHoi nmpoaykuii JepxkaBHoi ciy:k0M 3 JiKapcbKUX
3ac00iB Ta KOHTPOJIK 3a HapkoTukamMu Y PiBHeHcbKiii 00Ji1acTi CTOCOBHO
HEBIIMOBIIHOCTI BUMOraM MeTO/iB KOHTPOJII0 SIKOCTi 32 MOKa3HUKOM «Onmc»
(okpeMi Ta0jeTKH MaWTh TeMHI BKJIIOYEHHs, HaamepoOseHi) cepii 170226
JIKapCbKOro 3aco0y — TUMYacoBO 3a00POHSIETLCH peaJiizalisi Ta 3aCTOCYBAHHA
JIKaApCHKOro 3aco0y:

- APOTABEPUHY TI'TAPOXJIOPU/I, TabaeTkn no 40mr, mo 10 Tadseroxk
y Odictepi; mo 2 OJictepu B maumi 3 KapToHy, cepii 170226, BupoOHMITBA
AT «JIyouudapm», Ykpaina (peecrpauiiine mocBixuennss NeUA/0834/01/01).

/Poznopsooicenns [epocnixcayoncou Ne277-001.2/002.0/17-26 6io 01.06.2026/.

3.2. Ha miacTaBi HAAX0/’KeHHS TEPMiHOBOI0 NMOBiToOMJIeHHS Bix 26.05.2026
Nel127-01.2/02/06.21-26 depxkaBHOI cayk0H 3 JiKAPCHKHUX 32C00iB Ta KOHTPOJIIO
3a HapKOTHMKaMu Yy XapkiBcbKiii 00,1acTi Ta HEraTMBHOIO0 BHCHOBKY 100
sakocTi Bix 25.05.2026 Nel21 JlaGopartopii 3 KOHTPOJIIO SIKOCTI JIIKAPCHKHX
3aco0iB Ta MeaW4HOI mpoaykuii JlepkaBHoi ciy:k0M 3 JIKapCbKUX 3aC00iB Ta
KOHTPOJII0 32 HapkoTukamu y /IHimpomeTpoBchbKiid 00J1acTi 32 NMOKA3HHUKOM
«Po3unHeHHs» (cepTH(ikaT AKOCTI BHPOOHHMKA He BIANOBia€ BHMOram
cnenudikamii) cepii 070925 nikapcbkoro 3aco0y — THM4YacOBO 3200POHSAETHCS
peaJtizanisi Ta 3aCTOCYBaHHS JIIKAPCHKOI0 3aC00Y:

- ®EHIBYT, tataerku mo 250mr mo 10 Tadserok y OJjicrepi, mo 2
Ojicrepuy 'y kopoOui 3 kaprony, cepii 070925, sBupoonuura TOB
«ACTPAD®APM», Ykpaina (peecrpaniiine nocBiguenns NeUA/17285/01/01).

/Poznopsooicenns Hepowcnixcayncou Ne276-001.2/002.0/17-26 6io 01.06.2026/.

3.3. Ha miacraBi HaaXo/:KeHHs1 TEPMIHOBOTO noBizomiienHs Bix 28.05.2026
Ne104-01.1/02.0/06.07-26 lepxaBHOI ciayx0u 3 JIKapcbKMX 3ac0o0iB Ta
KOHTPOJII0 32 HAPKOTHMKAMHM Yy 3akKapnarchKiid o00JacTi Ta HeraTHBHOIO
BHCHOBKY 1010 sIKOCTi Bix 27.05.2026 Ne80 JlaGoparopii 3 KOHTPOJIIO AKOCTI
JiKapChKHX 3ac00iB Ta Mean4yHol npoaykuii JepkaBHol ciy:k0HM 3 JiKapCcbKUX
3aC00iB Ta KOHTPOJIIO 32 HAPKOTUKAMHU Yy PiBHeHCBbKiH 00,1aCTi CTOCOBHO
HEBiIMOBIAHOCTI BUMOraM MeETOAIB KOHTPOJIIO SIKOCTI 32 MOKa3HMKOM «Omuc»
(oxkpemi TaldseTOK MawThb TeMHI BKpamjieHHs) cepii SAAS001 JikapcbKoro
3ac00y — THM4YaCOBO 3200POHAECTHLCS peaJsiizallisi Ta 3aCTOCYBaHHS JIKAPCHKOI0
3aco0y:

- ABPOJI®, Tadnerku mo 30mr; mo 10 Tadierok y 6Jicrepi; mo 2 GJicrepu
B ynakosui, cepii SAAS001, sBupoounurea TOB «kKYCYM ®APM», YVkpaina
(peectpauiiine mocBiguennsa NeUA/9928/01/01).
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/Po3znopsocenns Jlepocnixcayarcou Ne275-001.2/002.0/17-26 sio 01.06.2026/.

3.4. Ha nmiacraBi HAXX0/:KeHHSI TEPMIHOBOIO NMOBiToMJIeHHA Bix 26.05.2026
Ne104-01.1/02.0/06.17-26 [dep:xxaBHOI cJay:k0M 3 JiKapcbKHX 3ac00iB Ta
KOHTPOJII0 32 HapKoTUKAaMH y IloaTaBebKiid 00/1aCTi TA HErAaTHUBHOTO BUCHOBKY
moao saKocti Big 25.05.2026 Nel8 JlabopaTopii 3 KOHTPOJIIO SKOCTI JiKapCbKUX
3aco0iB Ta Meau4Hol nmpoaykuii JepxkaBHoi ciay:k0u 3 JikapcbKuX 3ac00iB Ta
KOHTPOJII0 32 HapKOTHKaMu y JIHimpomeTpoBchbKiil 00/1acTi 32 NMOKA3HHUKOM
«YnakoBkay, a came: «[HCTpyKILisi 1yl MEAMYHOT0 3aCTOCYBAaHHA» (IHCTPYKIis,
10 CYNPOBOIKYE YINAKOBKY, HeakTyaJji3oBaHa) cepii 60825 jgikapcbkoro
3ac00y — THM4YaCOBO 3200POHAETHCS peai3aliss Ta 3aCTOCYBAaHHS JIIKAPCHKOIO
3aco0y:

- IEPEKHUC - BIIII®A, po34yuH AJis1 30BHIIIHBOI0 3acTOCyBaHHA 3%; 10
100m1 y d¢uakonax mnosimepHux, cepii 60825, BupoonunrBa TOB «/JAKII
«@apmaneBTuyHa  (padpuxka», YKpaiHa  (peecTpamiiiHe  TNOCBiTYeHHS
NeUA/16887/01/01).

/Poznopsooicenns Hepowcnixcayncou Ne280-001.2/002.0/17-26 io 02.06.2026/.

Ilpn BusiBJIeHHI 3pa3KiB BKa3aHUX JIKAPCHKHUX 3aC00iB BXKUTH 3aX01H
100 BUJIYYEHHH iX 3 00iry ILJISIXOM NOMIllleHHSI B KADAHTHH.

IIpy HacTymHMX MOCTABKAaX BKHUTH 3aX0Ad I1HOAO0 3amo0iraHHs
npuI0aHHI0, 3aCTOCYBAHHI0) Ta peaJizauil JikapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBIJIOMJIEHHI.

Pe3yabTaTH ompamioBaHHS NOBiJOMJIEHHSI HAJaTH NHUCHMOBO 10
JdepkaBHOI Cayk0u 3 JIKAPCHKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH Y
XMeabHULBbKIA o0aacTti (29016 M. XmeabHuubkuii, JIbBiBchbke moce,10/1) go
12.06.2026p. 3 BiANOBiTHMMH AOKYMEHTAMH. BilnmoBigajJbHicTh 32 BUKOHAHHSA
PO3NOPS/IZKeHb MOKJIAJAETHCH HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBukonanns posnopsmxeHns J[lepxxaBHoi ciay:kOMm TsrHe 3a co0010
BiAMOBIAQJBHICTH 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM Y KpaiHM.

HavajabHuUK ci1y:KOM Irop MIVITHYYK

I'anna TAJIAIIYYK 66-01-07



