i

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 migcraBi HAAXOMKEHHS MIXKHAPOJHOT0 TOBIIOMJIEHHSI Bij
peryasitopHoro oprany bpaswiaii NeBR/Falsificacao0/422.2.0 moa0 BUSIBJICHHS
cepii BA088217 ¢anbcudikoBaHOro JiKapcbKOro 3acody, 3 MeTOK AKTHBHOI
NPOTHAII MOIIMPEHHI0 JIKAPCHKHUX 3aC00iB, HIIAXH HAAXOIKEHHSI Ta YMOBH
30epiraHHsi SIKMX HEBiIOMI, BH3HAYMTH SAKICTb Ta O0€3MEeYHICTh JKHX
HEMOKJIUBO, 3 OTJISIIY HA Te, [0 TAKA NMPOAYKIis € He0e3MeYHOI0 Ta MOKe HECTH
NMOTEHIIMHY 3arpo3y JKHUTTI0O Ta 3J10POB’I0 HACEJeHHS — 3a00pPOHSETHCS
peanizaunisi, 30epiraHHsi Ta 3acTOCYBaHHA (aabCcu(IiKOBAHOIO JIKAPCHKOIO
3aco0y:

- SAIZEN (Somatropin) 8mg/ml, po3uun nuas ingysii, cepii BA088217, 3
MapkyBaHHsAM BHpoOHnKa Merck Serono S.P.A. ,ITanis.

/Poznopsooicenns Hepowcnixcayncou Nel74-001.2/002.0/17-26 6io 03.04.2026/.

1.2. Ha migcraBi HaAXOMKEHHS MIKHAPOAHOIO IOBIJOMJICHHS BiJ
peryasitopuoro oprany bpaswiii NeBR/Falsificaciao/424.1.0 moa0 BUsIBJICHHS
cepii D880730, D856831, D840678 danbcudikoBaHoro Jgikapcbkoro 3acooy, 3
METOK) AKTHBHOI MNPOTHAII MNOIIMPEHHI0 JIKApCbKUX 3ac00iB, HLISAXH
HAJAXOIKEHHSI Ta YMOBH 30epiraHHsi SIKHX HeBiOMi, BHM3HAYMTH SIKiCTh
Ta 0€e3MeYHICTh SIKMX HEMOKJIMBO, 3 OISy Ha Te, M0 TaKa NPOAYKIIA
€ He0e3MeYHOK Ta MOKe HeCTH NOTEHUIHYy 3arpo3y KHUTTI0O Ta 310pPOB’I0
HaceJIeHHsI — 3a00poOHSIETbCS peaJisamisi, 30epiraHHss Ta 3aCTOCYBAHHS
¢panbcudikoBaHOrO JiKAPCHKOIO0 32C00Y:

- MOUNJARO (Tirzepatide), napeHTepajibHUii PO34YUH MAJOro 00’emy,
cepiii D880730, D856831, D840678, 3 mapkyBanusim BupoOoHuka ELI LILLY
S.A., Ipnanais.

2 JlepikaBHa cITyk06a 3 JiKapchbKUX 3ac0o6iB Ta KOHTPOIIO 32
HapKOTHKaMH y XMeJIbHUIIbKii 06acTi
Ne79-01.1/02/05.23-26 Bin 06.04.2026
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/Po3znopsocenns Jlepocrixcayarcou Nel75-001.2/002.0/17-26 sio 03.04.2026/.

Ilpn BuUsIBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHLKHUX 3aC00iB BXKUTH 3aX01U
010 BHWJIYYeHHs iX 3 00iry NILIAXOM 3HHUIIIEHHS 200 NOBEPHEHHS
NOCTAYAJIbHUKY/BUPOOHHUKY.

2. TUMYACOBO 3ABOPOHAETHCA

2.1. Ha mixcraBi HaAXO0AKeHHs TepMiHOBOro nosigomieHus Bix 30.03.2026
Ne212-01.2/02.0/06.11-26 depxkaBHOi cayxk0u 3 JIKaApCbKUX 3ac00iB Ta
KOHTPOJII0 32 HApKoTHKaMu y KuiBchbkiil 00J1acTi Ta HEraTMBHOIO BHCHOBKY
mono sxkocri Bigx 30.03.2026 Ne0022 JlaGoparopii 3 KOHTPOJI SIKOCTI
JiKapcbKHUX 3ac00iB Ta Mean4Hol nmpoaykuii JdepskaBHol ciay:k0u 3 JiKapCbKHX
3aC00IB Ta KOHTPOJIIO 3a HapkoTukKamMu y KuiBcbkii o00/acTi €CTOCOBHO
HEBIAMOBIAHOCTI BHMOraM MeTOAIB KOHTPOJIIO SIKOCTI 32 TOKA3HUKOM
«MapkyBaHHs1» (HA BTOPHHHIH YNaKoOBHiI HEBIPHO 3a3HAY€HO HAa3BY AiHOY0I
pedoBuHHu) cepii 2404611 gikapcbkoro 3aco0y — THMYAcOBO 3a00POHSIETHCS
peaJiizalisi Ta 32CTOCYBaHHS JIIKAPCHKOI0 3ac00Yy:

- PUIIPOHAT, po3uun ais iH ekuiid, 100mr/mu; mo Sma B ammyJi; mo 5
aMIIyJl B KOHTYPHiil YapyHKOBIil yIIaK0OBLi; M0 2 KOHTYPHI YaPYHKOBI YIIAKOBKH
B KapTOHHiH KopoOui, cepii 2404611, Bupoonunurea K.O. Pompapm Kommnani
C.P.JL., PymyHnis (peectpauniitne nocsizuenust NeUA/16424/01/01).

/Po3znopsocenns Jlepocnixenyarcou Nel76-001.2/002.0/17-26 sio 03.04.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKApPCbKOro 3aco0y B/KHUTH 3aX01H
1[0/10 BUJIyYEeHHS iX 3 00iry LUIsIXOM MOMIlllEeHHSI B KADAHTHH.

YBAT'A!

1. Jdep:xkiaikcayxoa ingpopmye, mo nocranoBorw Ilocroro ameasimiiiHoro
agMinictpaTuBHoro cyay Big 01.04.2026 y cnpaBi Ne320/34902/25 ckacoBaHo Jiro
Posnopsimzkennst  JlepakaBHoi ciay:k0M VYKpaiHm 3 JIKapcbKUX 3aco0iB Ta
KOHTPOK 32 Hapkorukamu Bix  02.07.2025  Ne421-001.1/002.0/17-25
(IToBinoMmyieHHst Jlep:kaBHOI CJayxk0H 3 JIKAPCBKHUX 3aC00iB Ta KOHTPOJIIO 3a
HAPKOTHKaMM Y XMeabHULbKIA 001acTi Ne146-01.1/02/05.23-25 Bix 04.07.2025),
moa0 3a00poHM peaJizanii, 30epiraHHsi Ta 3aCTOCYBaHHSI BCIX cepiid
Jikapcbkoro 3acooy AM®OJIIII, cycnen3is Ajas1 po3uMny s iHys3iii, SMr/mui,
mo 2mJ, ado mo 10mu, a6o mo 20ma y ckiasiHomy (uakoni; nmo 1 d¢guakony B
ojicrepi; mo 1 OJicTepy pa3zomM 3 roJkow-puIbTPOM y 0OJicTepi B KaApTOHHIM
kopoOui, BupoOHuuTBa bxapar Cipamc ena Bakuumuc Jlimiten, Inagis
(peectpauniiine mocBiguennsa NeUA/5704/01/01).
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Ilpy HacTymHMX TMOCTABKAaX B:KUTH 3aX0Ad IIOAO0 3amodiraHHs
NnpuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikKapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiIOMJICHHI.

Pe3yabTaTH ompanioBaHHA NOBIJOMJIEHHSI HAaJAATH NHCHBMOBO [0
Jep:xaBHOI cay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJK 32 HAPKOTHKAMH Y
XMeabHULBbKIA o0aacTti (29016 M. XMeabHuubkuii, JIbBiBchbke moce,10/1) go
13.04.2026p. 3 BiANOBiIHMMH JOKYMeHTamMH. BinnmoBigajbHicTh 32 BUKOHAHHS
PO3NOPSIKEHb MOKJIATAETHCA HA KEPIBHUKIB Cy0’€KTIB rocrnogaproBaHHs.

HeBuxkonanns posnopsaxeHns /[lepaxaBHol ciay:kO0M TsarHe 3a co0010
BIANOBIAAJIbHICTD 3ri/IHO 3 YUHHUM 3AKOHOJAABCTBOM Y KPaiHH.

HavajnbHuKk ciry:R0n Irop MIVITHYYK

I'anna TAJIAIIYYK 66-01-07



