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KepiBHHKaM Ta Y I0BHOBAKEHHM 0€00aM
ANTEeYHUX TA MEAMUYHHX 3aK1A1iB
Kiposorpaacbkoi obaacri

Jlo yBaru YHOBHOBAKeHHX 0Ci6!

Hagaemo posnopsiokeris Jepxasrol ciy:x6n Ykpainn 3 MiKapehbKUX 3acodiB Ta KOHTPOIO
3a HAPKOTHKAMH (10710 3a60poHH 06iry JiKapcbKoro 3aco0y.

3a HAMBHOCTI, BKA3aHMX y PO3MOPSUKCHHI JIKAPChKUX 3acO0IB, [OBLIOMMUTY Jepxanny
cTyx0y 3 JNiKapchKHX 3ac00iB Ta KOHTPOJIO 33 HAapKOTHKAMH y KipoBorpa/icbkiii 0baacti  1po
BJKUTI 3aXO/IU 11010 BUKOHAHHS PO3IOPS/KEHHS.

IndbopMalliio HaJaBaTH Ha I1alepOBUX HOCIAX TOLITO, 32 aApeCcoto: 6y IIpeodpasncencoka, 2,
m. Kponuenuuokuii, 25006, 3 101aTKaMH:
a) IpH BMITICHH| B KAPAaHTHH J0MAcThes KOst TPUOYTKOBOT HaKJIaIHOi:
6) IpH [OBEPHEHH1 N0CTa4aibHUKY JIOAAKTHCSH: Kkortist NpUOYTKOBOT HAKJIAHOT:
KOIMTisi HAKJIa{HOT Ha TIOBCPHCHHS.

B) Y BHIAAKY mepejiaui  BiAXOJIB JIKAPChbKOIO 3aco0y Ha yTUII3aiio  adbo 3HUUICHHS,
v JIBOTHKHEBHIL cTpoK moiHdopmyBati JlepxkabHy c1ykOy 3 JIKapChKUX 3ac001B Ta KOHTPOJIIO 34
HapkoTuKamu y KipoBorpaichkii obmacTi Ta HalaTi KOIIif0 IPUOYTKOBOI HaKJIaHOL.

[Ipy HAcTy[HHX MOCTaBKaX JIKapChKHX 3ac00iB, BKA3aHHX Yy PO3MOPSIDKEHHAX, CY0’€KT
TOCTONAPIOBAHHS TIOBHHCH BKMTH 3aXOiB  WIOJIO sanobiranng TpuabanHsg, peamizaiii Ta
3aCTOCYBaHHS JIIKAPChKUX 3ac00iB, 3a3HAYCHUX Y POBIOPA/UKCHHAX.

VY BHOAAKY BIACYTHOCTI JIKAapCbKMX 3ac00IB, BKAsaHHX Yy PO3MOPAUKCHHAX Hit JHCTax
JlepxiKciTyxOu, BiANOBili B MHCbMOBOMY BUIVISII HAZABATH He NOTPiOHO.

OHOYACHO HAraiyeMmo, IO 3 pO3MOpPS/LKEHHAMM Ta JHUCTaMu JlepKnikea1y:K0H MOKHA
o3HattomuTHC Ha odimiftHomy Be6eaitti JlepkaBHoi cmyx6n Ykpaiin 3 nikapceekUX 3acobiB Ta
KOHTPOJNIO 32 HapKOTHKaMH (https://www.dls.gov.ua/) B po3imi PO3MMOPAIKEHH?
JEPXJIIKCITYXBH.

Jlonatok: Komis posnopsivkenss depxapHoi ci1yx0Ou YKpaidu 3 JIKapCbKUX 3ac00IB Ta KOHTPO!IHO
3a HapKOTHKamu Bia 25.03.2026 Ne 159-001.2/002.0/17-26 Ha 1 apK..

HauanbHHK Cayx0H Jhinia TAHOLIOBA

OcraneHko Baentuna 321441

 Hlepacastia caykGa 3 IKaPCHKAX 3aC00M8 T4 KOIIPOTIO 51
X APROTHKAMI Y Kipmmr‘p;).tcm\'n‘i abaacTi
L Neld3-01.1/02.0/05.12-26 B 26.03.2026



JAEPKABHA CIYKBA YKPATHH 3 JIUKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU
(Aepxtikenysx6a)
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Ne Ha Ne BiA
KepiBnukam cy0’exTiB
rocnoaproBaHHd, fKi 3aliMaOTLCH
peanizauieio, 30epirannam i
3aCTOCYBaHHAM JKAPCbKHUX
3acobiB
KepiBuuxam TEPHTOPIaIbHUX

opranis Jlep:iikcayskou
PO3NMOPSIJIKEHHSI

BiamosigHo no Koncrurynii Yxpainn, crareit 15, 22, 55 3akony VYkpainu
«OcHoBH 3aK0HOAABCTBA YKpainu [P0 OXOPOHY 3N10POB'DY, cTatel 15, 17, 21 3akony
Ykpainu «IIpo mikapceki 3aco6uy», ITonoxeHHS npo JlepxasHy cayx0y Yxpaiuu
3 JIIKAPCHKHX 3aCO0IB Ta KOHTPOIIO 3a HAapKOTHUKAMH, 3aTBEP/KEHOIO0 MOCTAHOBOIO
Kabinety Minictpie Ykpainm iz 12.08.2015 Ne 647, Topsanky s3nilicHeHHs
AEPKABHOTO KOHTPOIIO SAKOCTI JIKAPCHKUX 3aCO0IB, 10 BBO3STLCH B Vkpainy,
aTBep/pkeHoro nocranosoro Kabinery Minictpis Vikpainu Big 14.09.2005 Ne 902,
nyskty 3.2.3 [Ilopsaaxy BcranoBIeHHS 3a00pOHH  (TUMYACOBOT 3a00pOHN)
Ta MOHOBJICHHS OOIry JIIKAPCHKUX 3aco0iB Ha TEPUTOPIi YKpaiHu, 3aTBEPIKEHOrO
Haka3oM MiHicTepcTBa OXOpOHH 3710pOB’st Ykpainm Bix 22.11.2011 Ne 809
(31 3MiHaMHm), 3apeecTpPoOBAHOro MinictepetBoM tocthmii  Vipainum 30.01.2012
3a Ne 126/20439, Topsaky KOHTpoOmO sKOCTi JNiKapChKHUX 3aCo0iB Iiji Yac ONTOBOT
Ta po3/IpiGHOI TOPriBIl, 3aTBEP/PKEHOr0 HAKAZOM MiHicTepcTBa 0XOPOHM 370pOB's
VYkpainu Bix 29.09.2014 Ne 677, 3apeecTposanoro MiHictepcTsoM roctuuii Ykpainu
26.11.2014 3a Ne 1515/26292, Ipasun YTHIL3auii Ta 3HUILEHHS JTiKapChKAX 3aco0iB,
3aTBEPIDKCHUX HakasoM MiHicTepcTBa OXOpOHH 370pOB’s Ykpainu Bin 24.04.2015
Ne 242, 3apeectpoBanmx MinicrepctBom  1ocTuii VYxpainm Big 18.05.2015
3a Ne 550/26995, na mimcrasi HaJIXOJDKEHHSI MDKHApPOJHOIO TOBiIOMJICHHS BiX
peTynATopHoro oprany ®innaunii Ne FI/II/01/01 momo BIIKIIKY 3 06iry
cepii 2514000221 niaperkoro saco6y ETORICOXIB ORION (Efa}icqgj;%fgﬁ fgsoa 2
TabneTku BKpUTi 060710HKO0I0 No 30, Bupo6uunTa Alembic Phamaceuticalg%imgﬁay
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(Formulation Division IV), Iugis, mo odiniiHo He BBO3MBCS B Ykpainy,
Y 3B’M3Ky 3 MOXUIMBOIO HASBHICTIO B YIAKOBI TabNeToK JIKapCBKOro 3acoby
Etuxor (Etoricoxib) 60 mg.
3 METOK aKTHUBHOT IPOTHAIT MOMIMPEHHIO JIKAPCHKUX 3aCco0iB, 3 OTMIs Ay Ha Te,

I1O TaKa MPOAYKIis € HeGe3NMeYHOIO0 Ta MOXKE HECTH 3arpo3y KHTTIO Ta 3JI0pOB O
HaCEJICHHS:

3ABOPOHSIIO peanizariro, 36epiranHs Ta 3aCTOCyBaHHA cepii 2514000221
nikapcpkoro 3acoby ETORICOXIB ORION (Etoricoxib) 90 mg, TaGaerxu
BKpPHTi o0osionkoro Ne 30, BupoOuunTea Alembic Pharmaceuticals Limited
(Formulation Division 1V), Inais, uio odiniiino He BBO3MBCS B Ykpainy.

Cy6’extam rocnofapioBaHs, SKi 3MIHCHIOIOTH peanizailiro, 30epiraHds Ta
3aCTOCYBaHHs JIKapChKUX 3aco6iB, HeBiAKIamHO, micis OLEpPXKaHHA JaHOIO
PO3NOPAIKEHHS, IEPEBIPUTH HASBHICTb BKA3aHOI Cepii JikapchKoro 3acoby, BKUTH
3aX0NW INONO BWIYHEHHS ii 3 OGily HUIAXOM IIOBEPHEHHS MOCTA4aJbHHKY aGo
SHUILIEHHS, NP0 11O MOBIJIOMUTH TepUTOpianbHuil oprad epxiikcayx6u. Y pasi
3HUINEHHS BIZXOJIB 3a3HAUEHHX Cepiil JiKapchKoro 3acoby B JBOTHIKHEBHIT CTPOK
HaNpPaBUTH JIO TEPUTOPIATIBHOTO OpraHy JIepKiiKCiTy 61 KOITiIo aKTa PO 3HUIIEHHS
BIIXOJIiB TiKapCHKOTo 3ac00y.

KoHTpo:1k 3a BUKOHaHHAM JaHOTO PO3HOPSIKEHHS 31 MCHIOIOTS TEPUTOPIaJIbHI
opranu JlepxiikcryxOu Ha BiANOBiAHIA TepuTOpil.
HeBHKOHaHHS JaHOTO PO3MOPSPKEHHS TATHE 3a COGOK BiANOBIAANBHICTD
3Ti/IHO 3 YMHHMM 3aKOHOJIAaBCTBOM Y KpaiHH.

Komnii 1aHOro po3nopsmKkeHHs HanpaslieHi:

MinicTepcTBO 0X0poHH 310pOB's YKpainy;

AT «JlepxaBhnii excnepTHuii ueHTp MiHicTepcTBa OXOpOHH 3I0POB'SA
VYkpainm». V

3actynnuk I'ojioBu Tapac [IPOHIB

Onena JINCAK, Ten.(044) 422-55-76 (133)



