JIEPXKABHA CJTYXBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 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. PAJIbCUDPIKAIA

1.1. Ha mnigcraBi HAAXOMKEHHS MIKHAPOJHOIO TMOBIJOMJIEHHSI Bl
peryasaTopHoro oprany Mekcuku Ne39/2026 moao BHUSIBJICHHA B 00iry
dpanbcudikoBaHOr0 JIIKAPCHLKOro 3acol0y, 3 MeTOK AKTHUBHOI MNPOTHAIL
NOMIUPEHHIO JIKAPCHKUX 3aC00iB, HIISIXH HAJXOMKEHHSI TA YMOBH 30epiraHHs
SIKUX HEBiZOMi, BU3HAYHUTH AKICTH Ta 0€3MEeYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
HA Te, IO TAKA MPOAYKUIA € He0e3NMeYHOK Ta MOKe HEeCTH 3arpo3y KUTTIO Ta
3I0POB 10 HaceJIeHHS — 3a00pPOHSAETLCS peaJizalis, 30epiranHs Ta 3acTOCYBaHHA
¢paabcudikoBaHoroO JiKapCcHLKOro 3acody:

- Choragon® 5000 UI (Human Chorionic Gonadotropin), po3uuH 1jis
iH'ekuin, po34yuH AJas iH'€eKUid, ¢uiakoH 3 JI0QLII30BAHUM NOPOIIKOM Ta
aMmyJiol0 po3unMHHUKA, cepili RI14956AA (duaakon 3 JdiodinizoBaHUM
nopomkom), cepii RO1054AA (ammyjia 3 PO3YMHHHUKOM), 3 MAPKyBaHHAM
BupooHuka FERRING GMBH.

/Po3znopsioacenns Jlepocnixcayarcou Ne466-001.001/002.0/17-26 io 29.09.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKapCbKOro 3aco0y BKMTH 3aX01H
IOA0 BWIy4YeHHsI IX 3 00iry HLISIXOM 3HHMIIEHHS 200 TNOBEPHEHHH
NMOCTAYAJIbLHUKY.

2. 3ABOPOHACTHCAH

2.1. Ha miacraBi HaIXOMKeHHSI MIXKHAPOJAHOIO MOBIIOMJICHHSI Bij
peryasaTopHoro oprany YropmuHaa Ne NGYK/ETGY/20225-2/2026 mono
CKACYBAHHS Ail peecTpPaliiiHOIO NMOCBiAYEHHA HAa JIKapCbKUil 3aci0, 3 MeTOI0
AKTHBHOI MPOTH/II MOIIMPEHHIO JIKAPCHKHUX 3aC00iB, 3 OIJIsIy HA Te, 0 TaKa
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NPOAYKUiA € He0e3MeYHOI) Ta MOXKe HeCTH 3arpo3y JKUTTI0O Ta 3710POB IO
HACeJICHHSI — 3a00POHSAETHCS peaJiizaiisi, 30epiraHHs Ta 3aCTOCYBAHHH BCiX
cepiil JiKapchbKOro 3acody:
- TRAVNEOS (Avacopan) 10 mg, skeqaTuHoBi kancyan, NeNe 30, 180,
540, sBupoonuurna Vifor France, ®panuis.
/Posnopsioacenns Jlepocrixcayarcou Ne465-001.001/002.0/17-26 6io 29.09.2026/.

IIpn BusiBjIeHHI 3pa3KiB BKa3aHOI0 JIKaApPCbKOro 3ac00y BKUTH 3aX01H
100 BUWJIYyYeHHS iX 3 00iry LLISXOM NOBEPHEHHS MOCTAYAJIbHUKY/BHPOOHUKY
200 3HUIIICHHS.

2.2. Ha miacraBi HaaXOMKEHHSI MIXKHAPOJXHOIO TMOBIIOMJICHHSI Bil
peryasaropuoro oprany J[lanii (DKMA) Ne DK/1/2026/02/01 momo
MiATBEPI:KEHOr0  BHUIAJAKY  MNeEPeIUIyTYBaHHS  JIKAPCBKOro  3aco0y —
3a00pOHSIETHLCA peaJtizanis, 30epiraHHs Ta 3aCTOCYyBaHHS JIKAPCHKOTI0 3ac00Yy:

- COVERSYL NOVUM (Perindopril) 5 mg, TadjieTKH, BKPUTI IJIiBKOBOIO
00os10HKO010, Ne 90, cepiii A501091, A600041, BupoonuuTBa Les Laboratoires
Servier Industrie, ®panuis.

/Posnopsioacenns Jlepocrixcayarcou Ne464-001.001/002.0/17-26 6io 29.09.2026/.

IIpu BusiBjIeHHI 3pa3KiB BKa3aHOI0 JIKaApCbKOro 3ac00y BKUTH 3aX01H
1I0/I0 BUJIYYEHHH IX 3 00iry LLISIXOM NOBEPHEHHS MOCTAYAJbHUKY/BUPOOHHUKY
200 3HUIIICHHS.

2.3. Ha miacraBi HaaXOMKeHHSI MIKHAPOJXHOIO TMOBIIOMJICHHSI Bil
peryasitopuoro oprany Iloasmi Ne PL/I1/163/01 momo Bigkauky cepii
P2403768 (bulk: P2403768), H2500329 (bulk: P2403796), G2500676 (bulk:
P2404191) aikapcbkoro 3aco0y, y 3B’SI3KY 3 BHSIBJEHHAIM HEBiJINOBiIHOCTI
HOPMATHBHHMM JIOKYMEHTAaM 32 NOKa3HUKOM «CynpoBigHi 1oMilmkmw» (0TpuMaHo
pe3yJbTart nmo3a Mme:xkamu cnenudikaunii (O0OS) moa0 HeBiZOMOI JOMILIKH i Yyac
MOTOYHMX JOCJIKeHb CTA0IJILHOCTI), 3 METOI0 AKTUBHOI MPOTH/ii MOMIUPEHHIO
JIKApChKHUX 3ac00iB, 3 OIJISIlY HA Te, 10 TAKA MPOAYKUiA € He0e3MeYHOK Ta
MO:K€ HEeCTH 3arpo3y :KUTTI0 Ta 30pPOB 0 HAacCeJeHHS — 3a00pOHAETHCA
peaJiizanisi, 30epiraHHsi Ta 3aCTOCYBaHHS JIIKAPCHKOI0 3ac00Y:

- FLUOROURACIL ACCORD 50 mg/ml (Fluorouracilum), po3uuH ajis
in'exuin ado iHdysin, y ¢uakoni 20 mu, cepiii P2403768 (bulk: P2403768),
H2500329 (bulk: P2403796), G2500676 (bulk: P2404191), Bupoonunra Accord
Healthcare Polska Sp. z o.0., [Tosabma.

/Po3znopsocenns Jlepocnixcayarcou Ne467-001.001/002.0/17-26 6io 29.09.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKApPCbKOro 3aco0y BKMTH 3aX01H
1[0/I0 BUJIY4YeHHS iX 3 00iry HLISIXOM NOBEPHEHHS NMOCTAYAJIbHUKY/BUPOOHUKY
200 3HUIIICHHS.
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2.4. Ha miacraBi HaIXOMKEHHSI MIXKHAPOJAHOIO MOBIIOMJIEHHSI BiJ
peryasitopuoro oprany Mexkcuku Ne 39/2026 cTocoBHO BUSIBJIEHHSI B 00iry cepii
k7¢c01mn Jgikapcbkoro 3aco0y, 3 MeTOI AKTHBHOI NPOTHAIlI NOMIMPEHHIO
JiKapCcbKUX 32C00iB, NIJISIXH HAAXOXKEHHSI TA YMOBH 30epiranHs ssIKUX HeBioMi,
BH3HAYHUTH AKICTh Ta 0e3MeYHICTh IKMX HEMOXKJINBO, 3 OIVISIAy Ha Te, 0 TaKa
NPOAYKIlIA € He0e3MeYHOI Ta MOKe HEeCTH 3arpo3y SKUTTI0 Ta 3/0POB 10
HaceJleHHsI — 3a00poOHsA€ThCA peadidanisi, 30epiraHHss Ta 3aCTOCYBaHHA
JIKapcbKOro 3aco0y:

- CHORAGON® 5000 UI (Human Chorionic Gonadotropin), po3uun aisi
i’ exkuin, p1akoH 3 Jio(iTi30BaHUM MOPOLIKOM Ta aMIIyJI0I0 PO3YMHHHUKA, cepil
k7¢01mn, BupoonunrsBa Ferring GmbH, 1o He peasizoByBaJjiacsi KOMIIAHI€0.

/Posnopsooicennss  Hepowcnikcayocou — Ne468-001.001/002.0/17-26  gio
29.09.2026/.

Ilpn BusIBJIeHHI 3pa3KiB BKa3aHOI0 JIKAPCHKOr0 3ac00y B:KUTH 3aX01U
00 BHWJIYYeHHs iX 3 00iry mnuJisfixom 3HHUIIEHHS 200 NOBEPHEHHS
MOCTAYAJIbLHUKY.

2.5. Ha miacraBi HaaXomMKeHHsI MIXKHAPOJAHOIO TOBIIOMJIEHHSI Bij
peryasaTopHoro oprany Mekcuku Ne 43/2026 cTocoBHO BiaK/IMKYy 3 00iry cepiit
Ne 4F016A, Ne 4F017A, Ne 4F018A  aikapcbkoro 3aco0y, y 3B’S3KYy 3
OTPUMAaHHAM iH(poOpMalii HI0A0 HEBIANMOBIAHOCTI BUMOraM HOPMAaTHBHHUX
AOKYMEHTIB (HAfIBHICTh YACTHHOK), 3 METOK AKTHBHOI MPOTHAIl NMOIIMPEHHIO
JIKAPpCBhKHUX 3ac00iB, 3 OIVIsIAYy HA Te, L0 TAaKAa NMPOAYKUiA € He0e3NMe4YHOK Ta
MOKe HEeCTM 3arpo3dy SKUTTI0O Ta 3/0pPOB 10 HaceJleHHS — 3a00pOHAETHCA
peaJtizanisi, 30epiranasi Ta 3aCTOCyBaHHS JIKAPCHKOI0 3ac00y:

- LANTUS (Insulin glargine) 100 U/ml, po3uun y dguakoni 10 mi, ¢praxkon
y kopooui, cepiii 4F016A, 4F017A, 4F018A, Bupoouuursa SANOFI-AVENTIS
DEUTSCHLAND GMBH.

/Posnopsaooicenna  [Heporcnixcnyocou — Ne475-001.001/002.0/17-26 8i0
30.09.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOI0 JIKapCbKOro 3aco0y BKUTH 3aX01H
00 BMJIYYEHHSI IX 3 00iry HIIsIXOM  IOBEPHEHHSI NMOCTAYAJIbHUKY a00

SHUIIICHHA.

2.6. Ha miacraBi HaIXOMKeHHSI MIXKHAPOJAHOIO MOBIIOMJIEHHSI Bij
peryasitopuoro oprany Kanagm Ne 2026-092144 cTOCOBHO BiAKJIMKY 3 00iry
cepii 100083040 aikapcbkoro 3aco0y, y 3B’A3KYy 3 OTPpMMaHHAM iHdopmamii
I0/I0 HEBIANMOBIIHOCTI BHUMOraM HOPMATHBHHUX JOKYMEHTIB (HAsIBHICTH
CTOPOHHIX PeYOBMH Y YypaxeHiil maprii), 3 MeTOW AKTHBHOI NPOTHAIL
NOIIMPEHHIO JIKAPCbKUX 3ac00iB, 3 OrJsAy Ha Te, HI0 TaKa MNPOAYKIIA €
He0e3MeYHO Ta MOKe€ HeCTH 3arpo3y KHMTTI0 Ta 310POB 0 HACEJEHHS —
3a00pOHAETHCA peaJiizanis, 30epiraHHs Ta 3aCTOCYBAHHS JIKAPCHKOI0 3ac00Yy:
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- NOVO-GESIC FORTE (Acetaminophen) 500mg, Tta0aerxku, 1000
Ta0jeTOK y (uakoHi, (aKkoH Yy KapTOHHIiii KopoOumi, cepii 100083040,
pupoOHunTBa Teva Canada Limited.

/Po3znopsaooicenna  [eporcnixcnyocou — Ned476-001.001/002.0/17-26 8i0
30.09.2026/.

Ilpu BusiBJIeHHI 3pa3KiB BKa3aHOI0 JIKApPCbKOro 3ac00y BKHTH 3aX01H
00 BMJIYYEHHSI IX 3 00iry HIIIsIXOM  IOBEPHEHHSI NOCTAYAJbHHUKY a00

SHUIIICHHA.

Ilpy HacTymHMX MOCTABKAaX BKUTH 3aX0Ad I1HOAO0 3amo0iraHHs
npua0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiIOMJICHHI.

Pe3yabTraTH oOmpauniBaHHA NOBIIOMJIEHHSI HAJAAaTH NHCHBMOBO [0
JepxaBHOI cay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJI 32 HAPKOTHKAMH Yy
XMeabHULBbKIA o0aacTti (29016 M. XMmeabHuubkuii, JIbBiBchbke moce,10/1) go
09.10.2026p. 3 BiANOBIIHMMHU JOKYMeHTaMH. BiagmoBigajbHicTh 32 BUKOHAHHS
PO3NOPA/IKEeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

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

HavajnbHuK ciry:R0N Irop MIVITHYYK

Haranis CTABULIBKA, 66-01-07



