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. BABOPOHSAECTHCSA

1.1. Y 3B’a3Ky i3 3aKiHYeHHAM CTPOKY THMYacoBOi 3a00pOHH —
3200pOHSIETHCA peaJti3auisi, 30epiraHHs Ta 3aCTOCYBAHHA JIKAPCHKOI0 3ac00y:

- AJIBAHLEP I3ITAB, Ta0jerku, 0 IUCHEPIryOTHCA B POTOBIi
nopo:xkuuHi mo 10mr, mo 7 taduerok y Ojicrepi, mo 4 Ougicrepy B KapTOHHIi
ynakosi, cepii DETS003B, Bupoonnnrsa komnanii HOBEJI IJTAY CAHAI BE
TIAKAPET A.IIl., Typeuunna (peecrpaniiine nocBizuenuss NeUA/20093/01/02).

/Poznopsooicenns [epowcnixcayncou Ne969-001.1/002.0/17-25 6io 14.11.2025/.

1.2. Y 3B’a3Ky i3 3aKiHYeHHAIM CTPOKY THM4YAacOBOi 3a00pOHH —
3a00pOHAETHCA peaJiizanis, 30epiraHHs Ta 3aCTOCYBAHHS JIKAPCHKOI0 3ac00Yy:

- AJI3AHIEP I3ITAB, Ta0jeTku, 0 [IUCHEPrylOTbHCS B POTOBIil
NOPOKHUHI MO0 SMr, mo 7 Ttabuerok y OJicrepi, mo 4 OJicrepym B KapTOHHiH
ynaxosui, cepii DETR003C, Bupo6uuursa komnanii HOBEJI LIAY CAHAI BE
TIA/KAPET A.L., Typeuuuna (peecrpauniiine nocsixyenns NeUA/20093/01/01).

/Po3znopsooicenns Jlepocnixenyacou Ne970-001.1/002.0/17-25 sio 14.11.2025/.

1.3. YV 3B’a3Ky i3 3aKiHYEeHHAM CTPOKY THMYAacOBOi 3a00pOHH —
3a00pOHSIETHLCA peaJtizanis, 30epiraHHs Ta 3aCTOCYBAHHS JIKAPCHKOI0 3aC00Y:

- KCEHIKAJI®, kancyim mo 120mr, mo 21 kamcyai y Ouicrepi; mo 1
0JicTepy B KapTOHHiH ymakoBui, cepii M2496M6, BUpPOOHMITBA KOMIaHIl
YEIIJIA®APM  Apuonaiimitreas  I'm0X, Himeuunna  (peecrpamiiiHe
nocBiguenns NeUA/10540/01/01).

/Posnopsioicenns Jlepocrixcayarcou Ne980-001.3/002.0/17-25 sio 17.11.2025/.

% Jlep>xaBHa city>x0a 3 JIIKapChKHX 3aC00IB Ta KOHTPOJIIO 3a
¥ ' HapKoTHKaMH y XMeIbHUIBKIN 061acTi
No247-01.1/02/05.23-25 Bin 20.11.2025
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1.4. Ha migcTaBi HagAX0XKeHHsI TePMiHOBOr0 noBizomiaeHns Bix 18.11.2025
Ne808-01.1/03.0/06.10-25 depkaBHOi cayxk0um 3 JIKapcbKUX 3ac00iB Ta
KOHTPOJIIO 32 HAPKOTHKAMHU y M. KueBi Ta HeraruBHOro ceprudikary anasisy
Bia 14.11.2025 Nel752 ynoBHOBa:KeHOI J1ad0opaTopii CTOCOBHO HEBiANMOBIiTHOCTI
BuMoram MKHS 3a nokaznunkom «KinbkicHe BusHavyenHsi. Heominuny cyabdar»
(3anmxkenuii) cepii ENP25007A1 Jikapcskoro 3acody — 3a00pOHAETBHCA
peaJiizauisi, 30epiraHHsl Ta 3aCTOCYBaHHS JIIKAPCHKOIO0 32c00Y:

- HEOTPU3O0JI®, TadjieTku BariHajbHi, mo 8 Tadjerok y Oicrepi; mo 1
Oictepy B KapTOHHI KopoOWi, Yy KOMIUIEKTI 3 aIuIiKaTopoM, cepii
ENP25007A1, BupoOHuurBa Esepromxken Jlaid Caencus Jlimiten, Iuais
(peecrpauiiine mociguenns NeUA/10674/01/01).

/Po3znopsooicenns Jlepocnixcayrcou Ne984-001.3/002.0/17-25 sio 19.11.2025/.

Ilpn BUsIBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHLKHUX 3aC00iB BXKHUTH 3aX01U
1[0/I0 BUJIYYeHHS iX 3 00iry HLJISIXOM NOBEPHEHHS NMOCTAYAJIbHUKY/BUPOOHHUKY
a00 3HUIIICHHS.

1.5. Ha mincrasi naaxomkenus ingopmaunii Bix TOB «@eppinr Ykpaina»
(muer Bin 13.11.2025 Ne314/F) mono BusiBJIeHHsl B 00iry Ha TepuTopii Ykpainu
cepii Y12921A aikapcbkoro 3aco0y, 3 MapKyBaHHSIM TYpPelUbKOI MOBOIO, 11O
0QiliifHO He BBO3UBCH HA TEPUTOPiI0 YKpaiHU, 3 METOK AKTHBHOI NMPOTHIIl
NMOIIMPEHHI0 JIIKAPCbKHUX 3aC00iB, HIJISIXM HAIXOMKEHHSI Ta YMOBHU 30epiraHHs
SIKMX HEBIIOMi, BU3HAYHMTH SAKICTH Ta 0e3NMEeYHICTh AKUX HEMONKJIHUBO, 3 OTLJISAAY
Ha Te, [0 TAKA MPOAYKIIisl € He0e3MeYHOI0 Ta MOKe HECTH MOTEeHIliiiHY 3arpo3y
JKUTTIO Ta 310POB’I0 HACeJICHHS — 3a00pPOHSIETHCHA peaJiisaiisi, 30epiraHHst Ta
3aCTOCYBaHHS JIIKaPCbKOIo 3aco0y:

- PENTASA® 1g, supozituvar, Ne28, cepii Y12921A, Bupoounursa Ferring
International Center SA, IlIBeiinapisi, 3 MApKyYBaHHSIM TYpPelbKOI0 MOBOIO, IO
0(iuiiiHO He BBO3UBCH HA TEPUTOPIO YKpainu (PoTo 10Xa€THCS).

/Poznopsooicenns Hepocnixcayncou Ne982-001.3/002.0/17-25 6io 19.11.2025/.

IIpu BusiBjIeHHI 3pa3KiB BKa3aHOI0 JIKApPCbKOro 3ac00y BKUTH 3aX01H
1010 BUJIYYEHHH iX 3 00iry HLJISIXOM 3HHIIIEHHS.

2. TUMYACOBO 3ABOPOHACTHCAH

2.1. Ha mixcraBi HAAXOAKeHHs TepMiHOBOro nmoBigomienns Bix 11.11.2025
Ne606-01.2/03.0/06.11-25 [depxkaBHOi cayxk0u 3 JIKapcbKUX 3ac00iB Ta
KOHTPOJII0 32 HapkoTHKamMu y KuiBcbKiil 00J1acTi Ta HEraTUBHOIO BHCHOBKY
Npo SKICTh BBE3CHOI0 B YKpaiHy Jikapcebkoro 3aco0y Big 11.11.2025
Ne50486/25/10 crocoBHOo HeBigmoBigHocTti BuMoram MKJS 3a moxka3zHuKoM
«MapkyBaHHs1» (BIICYTHICTh MapKYBAHHSI HA OKPEeMHX OJMHHIAX NEPBUHHOI
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ynakoBku) cepii 0613125 sikapcbkoro 3acody — THMYacoBO 3200pPOHSETHCS
peaJizaumisi Ta 3aCTOCYBAHHA JIKAPCbKHUX 3aC00iB:

- BYAECOHIA-IHTEJII HEB, cycnensis ajs po3nwieHus, 0,50mr/mJ; no
2MJ1 B O/THOI030BOMY KOHTeiiHepi; M0 5 KOHTeliHepiB Yy KOHBEPTI 3 aJII0MiHi€BOI
¢oabru; mo 4 KOHBEPTH y KAPTOHHIW kopoOwi, cepii 0613125, BupoOHUIITBA
«I'EHETIK C.I1.A.», ITasnia (peecTpauiiine nocBiguenHsst NeUA/17798/01/02).

/Posznopsioicenns Jlepocrixcayarcou Ne968-001.1/002.0/17-25 sio 14.11.2025/.

2.2. Ha migcraBi orpumanHs jgucrta Big 12.11.2025 Ne172-01.1/01.0/06.08-
25 Ta TepmiHoBOro mosizomieHHs Ne 132-01.1/02.0/06.08-25 Bix [lep:kaBHol
CIYKOM 3 JIIKAPCHLKHUX 32C00iB Ta KOHTPOJIO 32 HAPKOTHMKAMH y 3amopi3bKii
obsacrti moao HesianosigHocTi BUMoram MKS 3a nmokazuukom «MapKyBaHHS»
(Ha BTOpHMHHIN ynakoBuUi BiicyTHe MapKyBaHnHusa mipudrom bpaiins) cepii 10324
JIKapCbKOro 3ac00y — THMYacOBO 3a00POHSAETHCA peatizaliss Ta 3aCTOCYBAHHA
JiKapCbKHUX 32C00iB:

- OKOMICTHUH®, kpamuii ouHi/ByurHi/nias Hoca, po3unn 0,01% mno Smu y
¢p1akoHi mosiMepHOMYy 3 KpanejdbHuuew; mo 1 ¢guaakony B maumi, cepii 10324,
pupoOHuuTBa AT «®Papmak», VYkpaina (peecTpaniiiHe TNOCBiIYeHHHA
UA/7537/01/01).

/Poznopsooicenns Hepocnixcayocou Ne979-001.3/002.0/17-25 6io 17.11.2025/.

2.3. Ha nigcrasi HaJAXO0/IKeHHHA TEPMIHOBOI'0 NOBiIOMJICEHHS
Bix 17.11.2025 Ne615-01.2/03.0/06.11-25 moxo HeBianoBigHocti BuMoram MK
3a TMNOKa3HUKOM «YmakoBka», a came: «lHCTpykuia AJdsi MeIUYHOTIO
3aCTOCYBaHHS» (BIACYTHSI OHOBJIeHA iH(opMaNisa y po3aiiax: «PapMaKoJIOriyHi
BJIACTUBOCTDY, «lIpoTunoka3anns», «B3aemonia 3 IHIIMMHM JIKAPCbKUMH
3acofamMu Ta iHII BUAM  B3aeMofii», «OcCo0JHBOCTI 3aCTOCYBAHHA»,
«3acTocyBaHHsl y mepiox BariTHocTi a00 TOAYBaHHS TPYAAI0», «3AaTHICTH
BILUIMBATH HAa MIBHWJAKICTH Ppeakmii NMpM KepPpyBaHHi aBTOTPAHCHOPTOM a0o
iHmMMu MexaHisMamm», «Cmocid 3acrocyBanHs Ta n03w», «Ilepexo3yBanus»,
«Ilo0iuni peaxnii») cepii P56A0824 Jikapcbkoro 3acody — THMYAacoOBO
3a00pOHAETHCA peasii3alis Ta 3aCTOCYBAHHS JIIKAPCHKHUX 32C00IB:

- CTUMYJIOTOH®, Ta0jeTrku, BKpHUTI 000/10HKO0I0, 1m0 S0Mr, mo 10
TabJeTok y OJjicrepi; mo 3 OJicrepu y KapToHHIii kopoOui, cepii PS6A0824,
BupoOHuuTBa 3AT ®apmauesrnunuii 3asoa EI'IC, Yropmuna (peecrpauiiine
nocBiruenns UA/3195/01/02).

/Po3znopsooicenns Jlepocrixenyarcou Ne985-001.3/002.0/17-25 sio 19.11.2025/.

IIpn BHsBJEHHI 3pa3KiB BKa3aHMX JIKAPCHKHX 3aC00iB BJKUTH 3aX01H
1[0/10 BUJIyYEeHHS iX 3 00iry LUIsIXOM MOMIlIEHHSI B KADAHTHH.
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3. 103BLJI IOHOBJIEHHA OBIT'Y

3.1. Ha miacraBi MO3MTHMBHHUX PpPe3yJbTaTiB J0JATKOBOI0 I0CJiIKEHHS,
NMPOBeIEHOro micjs nepenaxkyBanns cepiii FD242768A, FD252148 nikapcbKoro
3aco0y (ceprudikaru anamaizy Bix 17.11.2025 NeNel1763, 1762) — 103BOJISIETHCA
MOHOBJICHHA 00iry JIiKapchbKOro 3acooy:

— BUITJIE/J, Tadogaerku mo S50mr, mo 10 Tabuaerox y OJjicrepi, mo 10
OsicrepiB y kapToHHili kopoOui, BupodonuurBa I'erepo JIa63 Jlimiten, Inais
(peecTpauniiine nocBinuenust NeUA/18281/01/01).

/Piwenns npo nonosnenns ooiey nikzacooy [lepaicnikciysxcou
Ne981-001.3/002.0/17-25 6io 18.11.2025/.

[ToBimomnenns JlepkaBHOT CiIy’OM 3 JIIKAPCHKUX 3aCO0IB Ta KOHTPOJIIO 3a
HapKoTUKaMu Yy XMenabHUlbKiM obmacti Nel77-01.1/02/05.23-25 Bim 15.08.2025
(mo3uIlisl) — BIAKJIMKAETbCS.

YBAT'A!

1. ¥V 3B’13Ky 3 HaaAXOMKeHHAM OHOBJIeHOI iHpopmanii Bix TOB «Acino
Yxkpaina» (et Big 10.10.2025 Nel168), depaitikciay:k0a BHOCUTbCS YTOYHEHHSA
A0 PO3NOPHAIKEHHS NPO 3a00poHy peasisaunii (TOpPriBJi) Ta 3acTOCYyBaHHA BiJ
16.10.2025 Ne831-001.1/002.0/17-25 (mauai — Posmopsiaxennsi)) (IloBizomieHHns
JepxaBHOI ciayKk0M 3 JIKAPCHLKUX 3aCO0IB Ta KOHTPOJIIO 32 HAPKOTHKAMHM Y
XmeabHuUbKIii o0aacti Ne232-01.1/02/05.23-25 Bix 29.10.2025), a came: apyruii
a03an Po3nopsigskeHHs cJIil YUTATH B HACTYIIHIH peAaKuii.

3ABOPOHSIO peadgizaniio, 30epiranHsi Ta 3aCTOCYBAaHHS JIKAPCHhKHX
3ac00iB, 3 MapKyBaHHSIM iHO3€MHOI0 MOBOIO, 0 O(QiNiiiHO He BBO3ZUJIMCI HA
TEPUTOPi0 YKpaiHu:

- EUTHYROX 50mg, cepii G02G8M, GO02EBS8, G02B9F, GO02JRW,
BuUpoOHUUTBA Merck, Bupoosienux s Yecbkoi Pecny0siku/CiioBauunnm;

- EUTHYROX 125mg, BupoonuunrBa Merck, cepii G02M35, Bupo0JieHoi
BHKJIIOYHO /151 Yechbkoi Pecmy0OJtikm.

- EUTHYROX 50mg, cepii G02198, Bupoonnursa Merck, Bupo6.enoi ais
IMoabi;

-EUTHYROX 100 mg, cepiii GO024QF, G025MQ, GO02BBQ, 3
MapKyBaHHsAM BHpPoOHMKa Merck, siKi He BHIYCKAJHUCh BHPOOHHKOM Yy
no3yBaHHi 100mr;

- EUTHYROX 50mg, cepii G02GXB, 3 mapkyBanusim BupoOHuka Merck,
SIKAa He BUIIYCKAJIACh BUPOOHMKOM Yy 103yBaHHI SOMT.

Ilpn BusIBJIeHHI 3pa3KiB BKa3aHMX JIKAPCHKHX 3aC00iB B:KUTH 3aX01H
00 BWJIyYeHHsl IX 3 00iry HLISIXOM 3HHMIIEHHS 200 TNOBEPHEHHH
NMOCTAYAJIbLHUKY.
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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
27.11.2025p. 3 BiANOBIIHUMM JOKYMeHTAMHU. BianoBigajJbHICTHL 32 BUKOHAHHA
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

T'anna TAJIAITYYK 66-01-07



