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HEP?KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTUKAMM Y KIPOBOTI'PAJICBKII OBJIACTI
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KepiBankam anTeuHux ta
JIKYBaJbHHX 3aKJIAIB 00/1acTi

Jlo yBaru ynoBHOBaKeHHX 0Ci0!

Hamaemo posnopspkenHs JlepxaBHoI ciryxOu YKpaiHu 3 JIKapChKUX 3aC001B Ta KOHTPOIIIO
3a HApKOTHKaMH L1070 3200pOHH 00iry JikapchbKHX 3ac00iB.

3a HajgBHOCTi, BKa3aHUX y PO3MOPSMKEHHSIX JIKapChbKUX 3aco0iB, MOBimoMuTH JlepxaBHY
ciayx0y 3 JiKapchKHX 3aco0iB Ta KOHTPOJIO 3a HapkKoTHkamu y KipoBorpancekiit o6macti mpo
B)KUTI 3aX0JM LIOJI0 BUKOHAHHS PO3MOPSAIKEHD.

IndopmMariro  HajapaTH  Ha _ [ANEPOBHX  HOCIAX  IOINTOK, 33  afipecolo:
eyn. Ilpeobpasicencoka, 2, m. Kponusnuyvkuii, 25006, 3 nonaTkamu:

a) IpH BMIIIEHH] B KAPAHTHH JIOAAETHCS KOIIisl IPUOYTKOBOI HAKJIA(HOI;
0) Ipy IOBEPHEHH] OCTAYAIBHUKY J0IAI0THCS: KOIIisl IIPUOYTKOBOI HAKIJIaIHOT;
KOIIisl HAaKJIaJIHO1 Ha TOBEPHEHHS.
B) Y BHNANKy Mepenadi BiIXOJIB JIKApCBKOrO 3aco0y Ha yTHui3amio ab0 3HWINEHHS
Y ABOTHIKHEBHMH CTPOK MoiHGopMyBaTH JlepxkaBHY Ciyk0y 3 JTiKapchKUX 3ac00iB Ta KOHTPOIIIO 3a
Hapkotrkamu y KipoBorpazacekiit 061acTi Ta HafaTé KO0 MpruOyTKOBOI HAKIaIHOI.

Ilpn HacTymHHX IOCTaBKaX JiKapChKUX 3ac00iB, BKa3aHHX Y PO3MOPSAIKEHHSIX, CYy0 €KT
rOCIIOJAapIOBaHHs IIOBHHEH BXWTH 3aXOJiB IIOAO 3amobiraHHs mOpuaOaHHS, peaisamii Ta
3aCTOCYBaHHS JIIKapCHKUX 3ac00iB, 3a3HAYECHHUX Y PO3IMOPSIKEHHSIX.

Y BHDaAKy BIACYTHOCTI JTiKapchKUX 3aco0iB, BKa3aHUX y PO3MOPS/DKCHHSX Y JIHCTaX
Jepxiikcmy>x04, BIANOBIi B MHCHbMOBOMY BHIJIS/Ii HAIABATH HE MOTPiOHO.

OnHouacHO Haragyemo, IO 3 PO3MOPS/KEHHSMH Ta JHCTaMH JIEpXKIIiKCIyXO0u MOXHa
O3HaWoOMHUTHCS Ha odimiiiHoMy BeOcaiiTi [lepxaBHOI ciayx0u YKpaiHu 3 JIiKapchKHX 3aco0iB Ta
KOHTpoyro 3a Hapkotukamu (https:/www.dls.gov.ua/) B posmimi  PO3IIOPSDKEHHA
JEPXJIIKCITYKBU.

OxpiM TOro, O3HAMOMHUTHCS 3 IIOBIIOMIICHHSAMH IIPO BCTAHOBICHHS 3a00pOHH Ta
NIOHOBJIEHHS OO0Iry JKapchKHUX 3aco0iB, siki BumaHi Jlepitikciayk0010, MOXXHa Ha odiriitHOMY
BeOcaiiTi [lepkaBHOI Ciry>)kOM 3 JIiKapChKHX 3ac00iB Ta KOHTPONIIO 3a HAPKOTHKAMH Y
KipoBorpancekiit obmacti (muB. muct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Honmatku: 1. Komis posmopsypkeHHs JlepkaBHOi ciayxOu YkpaiHH 3 JiKapchkux 3aco0iB Ta
KOHTPOJTIO 32 HapkoTukaMu Bix 11.04.2023 Ne 3362-001.1/002.1/17-23 na 1 apk.;

2. Komis posnopsmxenHs JlepxkaBHOI ciyOn YKpaiHH 3 JIIKapChKUX 3ac00iB Ta KOHTPOIIO 3a
HapkoTukamu Bix 12.04.2023 Ne 3394-001.1/002.0/17-23 na 1 apk.;

3. Komist posnmopsimkenHst lepxaBHOI Ciiy>kOu YKpaiHU 3 JIiKapChbKHX 3aco0iB Ta KOHTPOJIXO 3a
HapkoTukamu Bix 12.04.2023 Ne 3395-001.1/002.0/17-23 Ha 1 apk.

HavanbHuk ciyxom / Jlinis TIAHOLJIOBA

[epxaBHa cnyxba 3 nikapcbkunx 3acobiB Ta KOHTPONIO
M2 32 HapkoTuKamu y KlpoaorpaACme obnacrti
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Kepiraukam TEPHTOPiaILHUX  opanis
Hepxrikeny:x6u

POSIIOPAI)KEHH ST

Binnosigso no Koncrutymii Ykpaiuu, crareit 15, 22, 55 3akoHy Vkpainm
"OcHoBH 3akoHOaBCTEA Ykpainu mpo OXOpOHy 310poB's", crarteit 15, 17, 21 34 KOHY

JMKAPCBKHUX 3acOGiB Ta KOHTPOMIO 32 HapKoTHKamwy, 3aTBEPIDKEHOTO MOCTAHPBOIO

ACPIKABHOIO KOHTPOJIO 3a AKICTIO TKapchKHX 3aco6iB, mo BBO3ATECS B YKphiny,
3aTBEPAKEHOT0 IIOCTAHOBOIO Kabinery Minictpin Ykpainu sig 14.09.2005 Ne 902,
Hopsinky BeranOBTEHHS 3a00pOHH (THMYacoBo] 3a00pOHH) Ta TOHOBIEHHS ¢6iry
JMIKapPCBKHX 3aC06iB Ha TepuTopii Yxpainm, SaTBEPIDKEHOr0 HAKA30M MinicrefcTsa
OXOPOHM 3110pOB’s Ykpainu Bix 22.11.2011 Ne 809, 3apeectposanmm 5 Minicrepcrsi
tocTuLii Ykpaiau 30.01.2012 3a No 126/20439, IMopsinxy KOHTPOIIO SKOCT] JliKapchKkux
3ac00iB mix wac omroBoi Ta Po3zpiGHOT  Topriri, 3aTBEPIKEHOIO0 HaK$30M
Migictepcraa OXOpOHH 310POB’s YKpaiHu Bix 29.09.2014 No 677, 3apeecTpoBaniiv B
Minicrepersi roctumii Yxpaiau 26.11.2014 3a No 1515/26292, Ipasun yTumizanfi ta
SHHINCHHS JIKAapCBKHUX 3aco6iB, 3aTBEPIKEHUX HaKa3zoM Minicrepcrra oxoxgorm
310pOB’s Ykpainu Bin 24.04.2015 No 242, 3apeectpoBanum B Minictepersi roctii
Ykpainn 18.05.2015 3a No 550/26995, na nigcrasi HanxomkeHHa mucta TOB "COHA-
PAPMEKCIM" (odiuitroro iMmoprepa mikapcskoro 3acoby AJIb®A HOPMIKC,
TabJIeTKH, BKPHTI IITiBKOBOIO 000110HKOI0, 110 200 MT; mo 12 Tabnerok y Omictepif mo
I buicrepy B kaprommiit Kopobui; mo 14 Ttabnerok y 6micrepi; mo 2 Omcrepy B
KapToHHiH Kkopobii, MApKyBaHHA yKpaiHCBKOIO MOBOI0, BUPOOHUNTBA "Anbdacifma
C.LA.", Itanis) momo BHABJIEHH JIKapCrKoro 3acoby «Normix 200 mg» (AJIb{PA
HOPMIKC), «comprimate filmate Ne 36y, Bnp06HHuTBa«Alfasigma S.p.A., Italiab, 3
MApKyBaHHAM DPYMYHCHKOK) MOBOK, 0 odiniiiHo He BBO3WBC Ha TEPUTOPIiIO
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MOXe HecTy NOTEeHIHY 3arpo3y wmrTio Ta 3M0poB’I0 Hacenenyy:

~ 3ABOPOHS#IO peanizanizo, 30epiranns g 3aCTOCYBaHHA Beix cepiii -
TIKapCLKOro 3acofy «Normix 200 mg» (AJIbDA HOPMIKC), «comprrimate
filmate No 36y, BHPOOHHNTBa «Alfasigma S.p.A., Italian, 3 ma BRHHSM

DYMYHCLKOIO MoBoI0, stkcmif Peamisyerscss Ge3s massroro BHCHOBKY mpo |sixicTs

BBE3CHOrO B Ykpainy MiKapeeKoro 3aco0y.

Cy6’extam rocronapcekof JiAMBHOCTI, sk 3MiHCHIOIOTE peaniBarziro

30epiranns Ta 3aCTOCYBaHHY TIKapCBKUX 3aco6iB, HEBIAKIAanHO micig OZeppKaHHs

aKTa Ipo 3HUIEHHS BIAXO/IiB JTKapCchKoOro 3aco0y.

KorTposs 323 BHKOHAHHSIM faHoro PO3NopsmxenHns 3xiticaonoTy TePUTOplaIbHi

Opranu Jlepxrikcimysx6u ma BIATIOBI{HI} TEPUTOPI].

Hesukonanns nanoro POSIOPAIKEHHsT TirHe 3g coboro BiINOBinamduicTs,

3TIIHO 3 YHHHHM 3aKOHOHABCTBOM Vkpaimm.

Lane PO3nopadoicenns ye nowuproemeca na cepii nikapcoxozo 3acob6), wo

HaOitwinu 3 memoro 3abesneuenns nacenenys ma 3axnadis oxopony 300po6’s ¢ ﬂrLocmi
SYManimapnoi  donomozy, CYNpo8ooCcyiomecs 810noeidnuMy niomeepooicyio

dokymMenmamu maq cepmupiamamu  sxocmi
nooanvui peanisayii.

Kormii nanoro PO3NOPSAIKEHHA Hanpasex;:
Minicreperro OXOPOHH 310p0B’1 Ykpainu;

UMy
6UpobruKa, ma me nionmad 0mo

AT " Nepxasuuii CKCIIEPTHHUIA IeHTp Minicrepcrsa OXOpOHH 3710poB’s Yikpaiuu"|

TOB "COHA-OAPMEKCIM".

I'osioBa
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Osnena Lileryenko, Ten.422-55-76

Poman ICAGHI*CO,
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JEP)KABHA CJIYKBA YKPAIHM 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM
(Jepsxiikeiysx6a) ‘
npocrekt [lepemoru, 120-A, m. Kuis, 03115, Ten/daxce: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Koxg €IPTIOY 40517815

Ha Ne BiI
4 KepiBHuKam cy0’ekTiB rocnoaaproBaHHs,
/O e ) AKI 3alMaloThest peaJizauieio,
30epiraHHsM i 3aCTOCYBAHHSIM JIIKapChbKHX
g 2 3aco0iB
KepiBHHKaM TepHTOpiaJlbHHX oOpramis
Hep:xaikeny:xou
PO3IIOPSIKEHHS

Binnosinno no Koncturynii Vkpainum, crareit 15, 22, 55 3akony Yxpainu
"OcHoBH 3aKOHOZMABCTBa YKpaiHW Ipo OXOpoHY 3mopoB's", cratedt 15, 21 3akony
Ykpaiuu "[Ipo mikapceki 3acobu, ITonoxernHs mpo [JlepxasHy ciyx0y Ykpaidu 3
JMIKapChKHUX 3aco0iB Ta KOHTPOMIO 3a HAPKOTHKAaMHM, 3aTBEPKEHOrO IOCTAHOBOIO
Kabinetry Minictpie Ykpainu Bin 12.08.2015 Ne 647, Ilopsnxy BCTaHOBJIEHHS
3a00poHH (TMMUacoBol 3a00pOHM) Ta MOHOBIEHHS OOIry JKapChKUX 3acobiB Ha
TepuTOpil YKpaiHH, 3aTBepUKEHOro Haka3oM MiHICTepCTBa OXOPOHH 3IOPOB’A
Ykpainy Bin 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi focTuLil YkpaiHu
30.01.2012 3a Ne 126/20439, ITopsaxy KOHTPOJIO SIKOCTI JIIKapCHKUX 3aC00iB i vac
ONTOBOI Ta PO3APiOHOI TOPriBii, 3aTBEPMKEHOro HakazoM MiHiCTepcTBa OXOPOHH
310poB’a Ykpainu Bix 29.09.2014 Ne 677, 3apeectpoBanuM B MiHicTepcTsi rocTHLIT
Ykpalnu 26.11.2014 3a Ne 1515/26292, IpaBun ytuiizanii Ta 3HUIIEHHS JiKapChKUX
3ac001B, 3aTBEep/UKEHMX HakazoM MIiHICTepCTBa OXOpPOHM 3OPOB’S YKpaiHH Bif
24.04.2015 Ne 242, sapeectpoBanuM B MiHictepeTsi roctuuii Yipainu 18.05.2015 3a
No 550/26995, ta na niacrasi iH$popMauii Llentpansroro odicy PenepalbHUX 3eMelb
3 OXOpOHM  3I0pOB’d,  JIKapchbkuX  3aco6iB 1  MemgWuHHX  BHpPOOIB
(Formular 121111_F02_02) mono BigkIuKy 3 pUHKY YKpaiHH JiKapCBKOro 3acofy
MYKOKEJIb DS, po3uun mis in"ekuif, mo 1 M B ammyii; mo 10 aMmmyn y KapTOHHif
nayti, cepii 21009D, Bupobuunrea CAHYM-Kens6ex I'm6X 1 Ko. KI', Himeuunna
(peectpauiiine nmocinuenHs Ne UA/15302/01/01), y 38’s13Ky 3 HEBIAUOBIAHICTIO 3a
nokazHukoM MEKJ "MexanigHi BiuntoueHHS" (BUIUMI BKIIIOUEHHS):

3ABOPOHJSIIO peanizauito, 30epiraHHs Ta 3aCTOCYBaHHsI JIIKapCHKOro 3aco0y
MYKOKEJIb DS, po3uun ans in'ekuiif, mo 1 ma B amnyJai; no 10 amnyna y
KapToHHIA mavui, cepii 21009D, BupooHunTBa CAHYM-Kenn6ex I'm6X i Ko. KT,
Himeuyuunna (peectpauiiine nociguennst Ne UA/15302/01/01).

[epxaBHa cnyxba 3 nikapcbkux 3acobis Ta KOHTPONO

sii iwdidnd g M2 33 HapkoTukamu y KipoBorpaacbeki obnacTi

gl Ne149/0/02.12-23 Bia 13.04.2023
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Cy6’exram rocrogaproBanns, sKi 3AifCHIOIOTH peanisamiio, 3GepiramHs Ta
3aCTOCYBAaHHS JIKAPCHKMX 3aco0iB, HEBINKIALHO TIiCHs ONEpKAHHS JAHOTO
PO3MOPSAIKEHHS NePEBIPUTH HAsBHICTh BKa3aHOI cepii JiKapchKoro 3acoly, BXHTH
3aXO/M OO BUITYHYeHH 11 3 00Iry LIIAXOM MOBEPHEHH: ITOCTAYaIBHUKY/BUPOOHHKY
a00 3HMLLEHHS, PO 1O MOBIAOMHUTH TEPUTOpiabHUM oprad Jlepxaikcayx6u. Y pasi
SHUIICHHS  BIAXOAIB  Tpemapaty B JBOTIDKHEBUH CTPOK HANpPAaBHTH [0
TepUTOpianbHOro opraHy Jlepxiikceayx6u KOmio akTa Mpo 3HI/IH_ICHHH BiIXOMIB
1iKapchKoro 3acody.

KoHTpos1b 32 BUKOHAHHAM JJaHOTO PO3MOPSIKEHHS 31iCHIOIOTh TePUTOPiabHi
oprauu ep kimikcmyxOu Ha BiANOBIqHI# TepUTOPI.

HeBrnkoHaHHSA NaHOrO pO3NMOPSDKEHHS TATHE 3a COGON0 BiANOBINATBHICTE
3TIHO 3 YHHHUM 3aKOHOJABCTBOM YKpaiHH.

Komnii ganoro po3nopsikeHHs HarpasieHi:
MinicTepcTBO OXOPOHHU 3710pOB’s YKpainy;

HAIT"[lep:xaBunii excriepTHuil nenTp MiHicTepcTBO 0XOpOoHHU 310poB’s Ykpainu™;
TOB "BEA ®APM".

I'onoBa ‘ ) Poman ICAEHKO

Onena llleBueHko, Ten.422-55-76



JAEPKABHA CJIYKBA YKPAIHH 3 JIKAPCHKHX 3ACOBIB
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Ha Ne BiJ
f /Z/W e KepiBankam cy6’exTiB rocnoaaproBanns,
: SIKI 3aiMaloThCs peaJiisauiero,
/ o C—te S 30epiranHsaM i 32CTOCYBaHHSAM JIIKAPCHKHX

?/{ 3aco0iB
S2 0442 i

KepiBnukam TepuTOpiaJibHHX oprauis
Hepanikenyxon

PO3IIOPAKEHHS

Binnosinno no Koucrurynii Vkpainu, cratedt 15, 22, 55 3akoHy Ykpaiuu
"OcHOBH 3aKOHOZABCTBA YKpaiHM MPO OXOPOHY 3HOpoB'a", crateif 15, 21 3axony
pralHI/I "TIpo nmixapceki 3aco6u”, TTonoxeHHs 1po IIepmaBHy cinyxOy Ykpainu 3
JIIKapChKUX 3ac00iB Ta KOHTPOMIO 32 HApKOTHKAaMH, 3aTBEPIPKEHOTO IOCTAHOBOIO
Kabinety MiunictpiB Ykpaiau Big 12.08.2015 Ne 647, Ilopsaky BCTaHOBIEHHS
3a00poHH (TUMUYacoBOi 3a0OpPOHH) Ta IOHOBJIEHHs OGIry JiKapchKuX 3acobiB Ha
TepUTOpIl YKpaiHu, 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXODOHH 30pPOB’S
Ykpainu Bix 22.11.2011 Ne 809, 3apeectposanrm B MinicTepcTsi rocTunii Ykpainu
30.01.2012 3a Ne 126/20439, ITopsiaky KOHTPOJIIO SIKOCTI JiKapChKUX 3aco6iB i yac
ONTOBOI Ta PO3APiOHOI TOPriBNi, 3aTBep/KEHOro HakasoM MiHicTepcTBa OXOpOHH
300poB’st Ykpainu Bin 29.09.2014 Ne 677, 3apeectpoBanuM B MinicTepcTsi rocTumii
Ykpainun 26.11.2014 3a Ne 1515/26292, ITpasun yTunizauii Ta 3HALIEHHAS JTiKapChKUX
3aco0iB, 3aTBEP/UKEHHX Haka3oM MiHicTepcTBa OXOpOHM 3HOpOB’s YKpaiHM Bix
24.04.2015 Ne 242, 3apeectpoBanuM B MinictepcTsi roctunii Ykpainu 18.05.2015 3a
No 550726995, ta ma mincrasi indopmauii LlentpansHoro odicy demepanbHux
3eMeNlb 3 OXOPOHHU 3[0pOB’sl, JIIKAPChKUX 3aco0iB i MeaudHuX Bupo6iB (Formular
[21111_F02_02) mwmomo BigkmuKy 3 pHHKY YKpaiHH JiKapchKoro 3acoby
HIFEPCAH DS, posuun ang in'exniit, mo 1 mi B ammyii; mo 10 amMmyn y KapToHHiH
nayui, cepii 30110L, Bupo6uuutea CAHYM-Kens6ex I'm6X i Ko. KT, HiMeuunna
(peectpauiiine mocsimuenHa Ne UA/10622/01/01), y 3B’a3Ky 3 HEBIATOBIHICTIO 3a
noxasHukoM MK "MexaniuHi BIoueHHs" (BUAMMI BKIIIOYEHHS):

3ABOPOHISIIO peanisauito, 36epiranHs Ta 3acTOCYBaHHS JIKapCEKOro 3aco0y
HIFEPCAH DS, posuun ans in'ekuiif, mo 1 mu B amnyai; mo 10 amnyn y
KapTOHHIii nayui, cepii 30110L, Bupoouuurea CAHYM-Kenn6ex I'm6X i Ko. KT,
Himeuunna (peectpauiiine nocinyenuss Ne UA/10622/01/01).

HepxasHa cnyxba 3 nikapcbkux 3acobis Ta KOHTPONKO
M2 33 HapkoTukamu y KipoBorpaacskin obnacTi

Ne150/0/02.12-23 Bin 13.04.2023
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CyG’exTaM rocnojaploBaHHs, SKi 3[IACHIOIOTH peainisauiio, 30epiraHHs Ta
3aCTOCYBaHHs JIKapChKUX 3aco0iB, HEBIOKIAOHO TMIiCNsg OXEpP)KaHHSI HaHOTO
PO3MOPS/DKEHHS NEPEeBIPUTU HasIBHICTH BKa3aHOI cepil JIKapChKOro 3acoly, BKHUTH
3aXOM IIOJ0 BUIYYEHH 11 3 00IrYy LIUITXOM NOBEPHEHHS MTOCTa4yaIbHUKY/BUPOOHUKY
a00 3HMILEHHSA, TIPO [0 MOBIAOMUTH TepUTOplaIbHUI oprad Jepxmikciayxou. YV pasi
SHULLEHHs  BIAXOAIB  IIpernapaTry B  JBOTMDKHEBHUH CTPOK HAlmpaBUTH O
TePUTOPIaNbHOrO oprany JepiikcmyxOu KOMII0 aKkTa MpO 3HHINEHHSA BiIXOMIB
N1KapchKOro 3aco0y.

KOHTpoIb 32 BUKOHAHHAM A@HOTO PO3MOPSIHKEHHS 3MiHCHIOIOTh TEPUTOPIiabHi -
opranu JepsxmikemyOu Ha BiIOOBIHIH TepHUTOpIi.

HeBUKOHaHHS JaHOTO PO3MOPAMKEHHS TArHe 3a CO0OI BiNNOBIHAIBHICTH
3rJIHO 3 YMHHUM 3aKOHOJABCTBOM Y KpaiHHU.

Komnii ganoro po3nopsiJ)KeHHs HallpaBJIeHi:
MiHicTepCTBO OXOPOHH 30pOB’sl YKpaiHy;

JIIT " IeprkaBHU# ekcriepTHUM LeHTp MiHICTepCTBO OXOPOHU 310poB’s YKpaiHu";
TOB "BEA ®APM".

TosnoBa : Poman ICAEHKO

Onena leBuenko, Ten.422-55-76



