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KepiBHHKAM Ta YTIOBHOBAZKREHHM ocobam
aNTeYHHX Ta MeIMTHHX 3aKjIaxiB
Kiposorpaacbkei obaacti

Jlo yBarn YIIOBHOBazKeHHX 0Cif!

Hagaemo po3mopsyDKeHHS YKpPaiHCBKOTO ¢dapMalleBTHYHOTO areHTCTBa INOI0 3a6opoHH
00iry JgikapcbKoro 3acody.

3a__ HasBHOCTi, BKa3aHMX Y POSIIOPSDKEHHI  JIKApCKHX  3acobiB,  [OBLIOMHTH
TepuTopiaabHuil opra YKpaiHChKoro (papMalleBTHIHOIO areHICTBa y KipoBorpachkiii obmacTi
PO BXKUTI 3aXO0JIH III0I0 BUKOHAHHS PO3MOPAKECHHA. ’

T(OpMAaIIiio HaJABaTH Ha MATIEPOBHX HOCIAX MOIITOIO, 32 aIPECOI0: ). IIpeodpaxcenceka, 2,
m. Kponusnunwruii, 25006, 3 101aTKaMu.
a) IpU BMIIICHH] B KAPAHTHH 0/Ia€ThCA KoIlig npHOYTKOBOI HAK/IaHOL,
6) Opy MOBEPHEHH] IIOCTAYAIBHIKY JOJAI0THCS: KO npuOyTKOBOI HAK/IAIHOI,
KOIIif HaKNIaJgHOI Ha TOBEPHCHHA.

B) y_BHIOAJKY Tepejadi BiIXONiB niKapchKoro 3aco0y Ha yTuzaniio abo 3HMINEHHS,
y JBOTIJKHEBHI CTPOK NOIHQOPMYBATH TeputopiaapHuii opraH YKpaiHChKOTO (bapMalieBTHIHOTO
arentcTBa y KipoBorpachKkifi obnacTi Ta HaJaTH KO0 MpHOYTKOBOI HaKJIaIHOIL.

[Ipn HacTyNHHX MOCTAaBKaX IIKAPCHKHX 3aco6iB, BKA3aHHX y PO3NOPSIKEHHAX, Cy0 €KT
FOCTIONAPIOBAHHA MOBHHEH BXHTH 3aXOMIB INOJO samobiraHHs npuabaHHs, peamizalii Ta
3aCTOCYBaHHS JIKapCHKHX 3ac00iB, 3a3HAUEHHX Y PO3MOPSADKCHHAX.

VY BHOAIKy BiACYTHOCTi NKapchKHX 3aco0iB, BKa3aHHX Y POSIOPA/IDKCHHAX TH JIHICTaX
ViphapmareHTCTBa, pianoBiai B NHCHLMOBOMY BHIJISII HAlaBaTH He notTpibHo.

OJIHOYACHO HarajyeMo, IO 3 PO3NOPAIKEHHAMH Ta JIHCTaMH VkphapMareHICTBa MOKHA
o3HaffoMHTHCS Ha odimifiHoMy BebcafiTi  YKpaiHCBKOTO (papManeBTHIHOTO  AreHTCTBA
(https://www.dls.gov.ua/) B po3zii PO3IIOPSJDKEHH ST YKPOAPMATEHTCTBA.

Jonmarkm: ,
1. Kormis po3nopsUKeHHA Y KpaiHChKOTO dapMaleBTHIHOTO arenTcTBa Bix 20. 10.2026
Ne 518-001.1.01/002.0/17-26 na 1 apk.;
2. Kormist posmopsskeHHs. YKpaiHChKOro GpapMaleBTHIHOTO areHICTBa Bia 20.10.2026
Ne 519-001.1.01/002.0/17-26 Ha 1 apk..

HauaanHHIK Jixia TAHPIJIOBA

Ocranenko Banentnna 32 14 41

Tepuropiaanumii opran YKpalichkoro $hapManesTaHOTe
gty arenersa y Kiposorpaceskiii obsact
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YKPAIHCBKE O®APMAIEBTUIHE ATEHTCTBO

(YKP(I)APMAFEHTCTBO)

MPOCTIEKT BepectelichbKuil, 120-A, M. Kuis, 03115, Ten: (044) 422-55-75, (044) 422-55-76,
e-mail: dis@dls.gov.ua, https://www.dls.gov.ua Kon €JIPITY 40517815

Ne HaNe BiJT
KepiBHHKaM cy0’€eKTiB
rocnojaapoBaHHs, Kl
3aiiMaloThCH peaJizauiclo,
36epiraHHAM i 3aCTOCYBaHHIM
JiKapchbKHX 32c00iB

KepiBHHKaM TepHTOPIAILHAX
opranis YkpdapmareHTCTBa

PO3IIOPSIIKEHHS

BinnosigHO 110 Koucrurylii YKpaiHy, crateit 15, 22, 55 3akoHy VYkpainu
«OCHOBY 32aKOHOIaBCTBA Y KpalHU IIPO OXOPOHY 30pOB's», cTaTed 15, 17,21 3akoHY
Vkpainn «IIpo sikapchki 3aco0m», 110MI0XKEHHA 1IpO Vkpainceke (GapMalueBTHTHE
ATeHTCTBO, 3aTBEPUKEHOTO — IOCTAHOBOKO Kabinery MinicTpis VYxpaiun
gin 12.08.2015 Ne 647, TlopsigKy 3HiMCHEHHA [EpXKABHOIO KOHTpOIIO SIKOCTI
nikapchkux 3acofiB, IO BBO3ATHCA B VKpaiHy, 3aTBEPJUKEHOTO MOCTAHOBOIO
Ka6inery MiHicTpiB VKpaiHH Bil 14.09.2005 Ne 902, myHKTY 3.2.3 Ilopsnaky
BCTAaHOBJEHHs 3a00pOHY (TEMYaCcOBOL 3a60pOHK) Ta MOHOBJICHHA 00iry JiKapChKuX
3aco6ip Ha TepuTopil YKpaiHH, 3aTBEPIKEHOr0 HAKa3oM MiszicTepcTBa OXOPOHH
30poB’sl  YKpalHH pig 22.11.2011 Ne 809 (31 3miHamu), 3apeecTpOBaHOIO
MiHicTepcTBOM OCTHLIT VKpaiH# Bij 30.01.2012 3a Ne 126/20439, Topsnxy
KOHTPOJIIO SIKOCTI MKapchKUX 3ac00iB mif 4ac ONTOBOI Ta po3api6HOL TOpriBi,
3aTBEPIPKEHOr0 HaKa3oM MinicTepcTBa OXOPOHU 370pOB's YKpaiHu Bix 29.09.2014
Ne 677, 3apeecTpoBaHOro MigicTepcTBOM FOCTHILI VKpaiHu Bijt 26.11.2014 3a
No 1515/26292, IIpasuin yTHIi3aIii Ta SHUICHHA fiKapchKUX 3ac00iB, 3aTBEP/UKEHIX
HakasoM MiHICTEpCTBA OXOpOHU 3J0POB’S VkpaiHu BiJ 24.04.2015 Ne 242,
3ape€ecTPOBaHUX MiHicTepCTBOM focTuIii YkpaiHd Bift 18.05.2015 3a Ne 550/26995,
Ha TACTABi HAIXOKCHHS MDKHAPOIHOTO [1OBLIOMJIEHHS BiJ{ peryJIsITOPHOTO Opraty

UB TepuropianbHuii opran
VYKpaiHChKOTO
M2 YKpdQapMmareHTcTso (apMaleBTUYHOTO

001.1/002.1/17-26 BiA 20.10.2026 areHTCTBa y

i =y

Nel1010/02.12-26 Big 21.10.2026

o< [T DVNEON (RO T

002.1




3aco0y NEO-MELUBRINA® (Metamizole sodium), 500 mg, TabeTKu
B kopo6ui NelO, BHpoOGHMUTBA SANOFI-AVENTIS DE MEXICO, S.A.DEC.V.,
MeKCHKa, SKi He peai3oByBalics KOMIAHIEO.

3 MeTOI0 aKTHBHOI POTH/IT OIIMPEHHIO JTiKApCHKUX 3acobiB, 3 OIJIsAYy Ha Te,
IO Taka MPOJYKILis € HeGEe3NMEeYHO0 Ta MOXKEe HECTH 3arposy JHUTTIO Ta 3JI0pPOB 10
HaCeJICHH:

3ABOPOHSIO peatizariio, 30epiraHHg Ta 3aCTOCYBaHHs
cepii FMX0999 sikapcsKoro 3aco0y NEO-MELUBRINA ® (Metamizole sodium),
500 mg, TA0JIeTKH B KopoOoui Nel0, BUPOOHUIITBA

SANOFI-AVENTIS DE MEXICO, S.A. DE C.V., Mexcuka.

Cy6’eKTaM TOCIIOaplOBaHHs, AKi 3iMCHIOIOTH peanizalliio, 30epiraHHA Ta
3aCTOCYBaHHS JIKapChKUX 3ac0o6iB, HEBIOKIAAHO INCIA OJCPXKaHHI MaHOro
PO3TIOpPSIKEHHS TIEPEBIPUTH HasBHICTB BKa3aHOI cepii JiKapchKoro 3acoly, BXUTH
3aXON{ IIOJO BHWIydeHHS 1 3 06iry IUILXOM IOBEPHEHHS IOCTAYAIBHUKY
a60 3HMINEHHS, IPO IO NOBiIOMHUTH TepuTOpiaBHuiA oprad YKphapMareHTcTBa.
Y pasi 3HUILEHHA BiIXOIiB 3a3HAYeHOi cepil JikapchKoro 3acoly B JIBOTHXXHEBUH
CTPOK HAallpaBUTH [0 TEPUTOPiaNLHOTO OpraHy YkpdapMareHTCTBa KOIIO aKTa
[1p0 3HUIEHHS BiXO/IiB JIIKapCHKOTO 3aco0y.

KoHTpOIb 33 BHUKOHAHHSM  JAHOTO  PO3NOPAJDKCHHA 3/iHCHIOIOTD
TepUTOpiallbHi OpraHu YkpdapMareHTCTBa Ha BiTIOBiHINA TepUTOPIi.

HepuKkoHaHHS JAHOTO PO3MOPAJKEHHS TArHE 32 co6010 BiJIOBIJATIBHICTD
3TiIHO 3 YHHHUM 3aKOHOJaBCTBOM Yxpainu.

Korii 1aHOTo PO3NOpPSKEHHS HAPaB/IeH:

MiHicTepcTBO OXOPOHH 3I0pOB's Y KpaiHy;

TIT «JlepxaBHUi eKCIICPTHUH IEHTP MiHicTepcTBa OXOPOHHM 3/OPOB'S
YKpaiHu». L

T.B.0. I'ot0BH Tapac IIPOHIB

Onekcannpa CABUEHKO, Ten.044-422-55-04, 8u.109
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Ne Ha Ne Bif
KepiBHHKaM cy0’exTiB
rocrogaproBaHHs, AKi
3aiiMaloTheo peaJizaniclo,
3GepiraHHfM i 3acTOCYBaHHSM
JiKapchbKHX 3aco0iB

KepiBHukamM  TepHTOpPiajbHHX
oprasiB YkpdapmareHrcrsa

PO3HOPSAKEHHSI

BinnosigHo 10 Kouctutynil Yxpaind, crareit 15, 22, 55 3akoHy YKpaiH{
«OCHOBY 3aKOHOJIaBCTBa Y KpaiHU ITPO OXOPOHY 310poB's», crateidi 15,17, 21 3aKoHY
Ykpaiau «IIpo nikapceki 3aco6m», TTonoKeHHs mpo Vkpaiucbke (apMaieBTHIHS
ArGHTCTBO, 3aTBEP/DKEHOTO  TIOCTAHOBOMO KaGiery MinicTpiB ~ YKpaian
sig 12.08.2015 Ne 647, Ilopanky 37iCHEHHS [ICPIKABHOTO KOHTPOIIO SIKOCTI
TIKapChKUX 3acobiB, II0 BBO3ATHCA B VkpaiHy, 3aTBEpJDKEHOrO IOCTaHOBOO
KaGinery MinictpiB YKpaiHH iz 14.09.2005 Ne 902, mynkry 3.2.3 Topsaxy
BCTAHOBJICHHs 3a00pOHY (THMYACOBOT 3a00pOHM) Ta MOHOBJIEHHS 00iry JiKapChKuX
3ac06iB Ha TepHTOpil YKpaiHH, 3aTBEPLKCHOTO HakaszoM MiHicTepcTBa OXOPOHH
300poB’s YKpaiHH Bif 77112011 Ne 809 (3i 3migamm), 3apEeeCTPOBAHOTO
MinicTepcTBoM OCTHIII YKpaiHu in 30.01.2012 s3a Ne 126/20439, IMopsnky
KOHTPOJIIO SKOCTi JIKapChKUX 3acoBiB Iz wac omToBoi Ta PO3APIOHOI TOpTiBi,
3aTBEP/KEHOTO HaKa3oM MiHicTepcTBa OXOPOHH 30pOB'sl YKpaiH# Bif 29.09.2014
Ne 677, 3apeecTpOBaHOIO MiHicTepcTBOM FOCTHIIT Vpaiam Bix 26.11.2014 32
No 1515/26292, TTpapun yTaiti3aliii Ta SHULICHHS nikapchKuX 3ac001B, 3aTBEPJUKCHUX
HakasoM MiHicTepcTBa OXOpPOHH 3nopoB’s YKpaiHu Bif 24.04.2015 Ne 242,
3apeecTpOBaHKX MinicTepcTBOM IOCTHIL Y KpaiHu Bix 18.05.2015 3a Ne 550/26995,

Ha TTicTaBi HaIXOIKEHHs MXKHAPOAHOTO IOBiIOMJIEHHS BiJ] peryJIITOPHOro Oprany
UB TepuropianbHuii opran
VYKpaiHChKOTO

M2 YkpchapmareHTCTeo (apmaneBTHYHOrO
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Mekcuka Ne 50/2026 mono BusBIeHHs B 06iry cepii 51132 nikapcexoro 3aco0y
SINUBERASE® (Bacillus clausii spore), 4 billions UFC., nepopanbra CyCIeH3is B
aMIIyJIax, aMITym B Kopo6ui Ne 20, BupobHHNTBA LABORATOIRE UNITHER, ski
He peaNi30BYBAIHCS KOMIAHIEW.

3 METOIO AKTHBHOI IPOTHII TIOIIMPEHHIO JIIKapChKUX 3ac001B, 3 OTMATY HA Te,
0 TaKa NPOAYKUis € HeOe3IeUHOI Ta MOXe HECTH 3arpo3y XXHUTTIO Ta 37I0pOB 1O
HaceJeHH!
3ABOPOHSIO peatizauiro, 30epiranns Ta 3aCTOCYBaHHsA
cepii 51132 mikapcskoro — 3acoly SINUBERASE® (Bacillus clausii spore),
4 billions UFC., nepopajibHa CycneHs3issi B aMnyJiax, aMIyJ/u B xopo6ui Ne 20,
supobrunTea LABORATOIRE UNITHER.

Cy6’exTaM TOCIOIApIOBAHHS, K 3MIMCHIOIOTh peaiizalilo, 30epiraHHsa Ta
3aCTOCYBaHHs JIIKapchKMX 3aco0iB, HEBIJKIAIHO micas OJACpXaHHSA JaHOTO
PO3MOPSDKEHHS MEPEBIPUTH HASBHICTh BKa3aHOL cepii niKapchKkoro 3acoby, BKUTH
3axom¥ IIOAO BHIydeHHs 11 3 oOiry IUIIXOM TOBEPHEHHA NOCTa4AIBHUKY
260 3HMINEHHS, PO IO MOBIJOMHTH TEPHTOPIabHUI OpraH VkpdapMareHTCTBA.
Y pasi 3HMINEHHs BiZXOZNiB 3a3HauyeHOI cepii TiKapchHKOro 3aco0y B JBOTH)KHCBHH
CTPOK HAIPAaBUTH [O TEPUTOPialbHOrO OpraHy VKpdapMareHTCTBa KOIIIO aKTa
IIPO 3HHMINEHHS BiAXOMiB JIIKapCHKOTO 3aco00y.

KOHTpoib 32 BHKOHAHHSAM JIAHOTO  PO3MOPADKCHHA 3[[1ACHIOIOTH
TepUTOpiabHi Oprany YKp¢hapMareHTCTBa Ha BiZ(TIOBiAHiM TepHUTOPII.

HeBNKOHAHHA JAHOTO DPO3NOPSAUKEHHs TSArHe 32 cOBO0 BiJTNIOBiTaTBHICTE

3I‘iI_[HO 3 YUHHUM 3aKOHOJaBCTBOM pralHI/I.

Komii ;aHOro pO3MOps/KEHHS HallpaBIIeH:
MiHicTepcTBO OXOPOHH 3/I0POB'S Vlcpaum
II1 «JlepxaBHUHE eKCIIEPTHHUHA HeHTp MiHicTepcTBa OXOPOHH 3J0POB'A
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Vxpainm».

T.s.0. TostoBu S Tapac IIPOHIB

Onexcannpa CABUEHKO, Ten.044-422-55-04, BH.109



