YKPOAPMATEHTCTBO

TEPUTOPIAJIbHUI OPTAH YKPATHCHKOT' O DAPMAIIEBTUYHOI'O
ATEHTCTBA V¥ KIPOBOT'PAJICHKIH OBJIACTI
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KepisankaM Ta YioBHOBaKeHHM 0co6aM
anTeYHHX Ta MeAHYHHX 3aKJIAXIB
KipoBorpaaceskoi o6aacri

Jo yBarx YnoBHoBaXeHHX 0cif!

HanmaeMo posmopsipkeHHS YKpaiHCBKOTO (hapMaleBTHYHOTO AareHTcTBa INojo 3a6opoHH
06iry JikapcbKoro 3acody.

3a  HafIBHOCTi, BKa3aHMX Yy pOSMOPS/UKCHHI JIIKApCBKHX  3ac00iB, IOBiIOMHTH
TepIITOplaHBHHH opraH VYKpaiHChbKOTO ¢apMalleBTHUHOTO areHTcTBa y KipoBorpajachkiil obmacTi
PO BXKMT1 3aX0/IH 1010 BUKOHAHHS PO3IOPAHKEHHA.

[H(hopMallito HaJaBaTH Ha MAMEPOBHX HOCIAX MOIITOK, 3a ajpecoio: eyt Ipeobparcencuka, 2,
M. Kponuenuuskuii, 25006, 3 jonaTkaMi:
a) IPH BMINICHH] B KAPAHTHH T0JA€THCA KOS NpHOYTKOBOI HAKIAagHOL;
0) 1Ip1 NOBepHEHHI OCTaYAIbHUKY HOJA0THCS: KOs NpHOYTKOBOI HAKIIAIHOL;
KOTIisl HAK/IadHOI Ha MOBEPHEHHS.

B) Y BHDAJAKY Iepejadl BLAXOAIB JIKAapChbKOTo 3aco0y Ha yTmimizamiio abo 3HHINEHHS,
Y ABOTIDKHEBUI CTPOK noiHpopMyBaT TepHropiamsHuil opran YKpaiHChKOro ()apManeBTHIHOTO
arenTcTBa y KipoBorpaachkiil 067acTi  Ta HaZaTH KOO MPHOYTKOBOI HAK/IAIHOI.

IIpn HacTyIHHX IOCTaBKax JIKApCBKHX 3aco0iB, BKA3aHHX y PO3MOPSUKEHHAX, Cy0 €KT
TOCIIOAAPIOBAHHA IIOBHHEH BXHTH 3aXOIB INOJ0 3amoliraHHA NOpHaOaHHA, peamizamii Ta
3aCTOCYBaHHS TIKapChKHX 3ac00iB, 3a3HAYEHHX Y PO3IOPAIDKEHHAX.

Y _BHIAJAKY BLACYTHOCTI JKapchbKHX 3aco0iB, BKa3aHNX Y pPO3MOPS/UKEHHAX UH JIHCTAX
YkpdapmareHTcTBa, BilNOBiXi B MHCHEMOBOMY BHIJISAI HAXABATH He MOTPiOHO.

OaHoYacHO HaralyeMo, IO 3 PO3NOPS/KEHHAMH Ta JHCTaMH YKpdapMareHICTBa MOJKHA
O3HaHOMNTHCA Ha oQimiiiHOMy BeOcaiiTi  YKpaiHChKOTO  ()apManEBTHYHOIO  areHICTBA
(https://www.dls.gov.ua/) B pozaim PO3ITOPSJDKEHHS VKPOAPMATEHTCTBA.

Jonarku: ,
1. Komist po3snopsykeHHS YKpaiHChKOTo hapMameBTHIHOIO arenTcTBa Bix 20.10.2026
Ne 512-001.1.01/002.0/17-26 Ha | apk.;
Korist po3nopsipkeHHs YKpaiHChKoro apManeBTHIHOro areHreTBa Bifx 20.10.2026
Ne 513-001.1.01/002.0/17-26 Ha | apk.;
3. Komis posnopsyukeHHs YKpaiHChKOTO hapMaleBTHYHOrO areHTcTBa Bix 20.10.2026
Ne 514-001.1.01/002.0/17-26 Ha 1 apk..
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YKPATHCBKE ®APMALIEBTUYHE ATEHTCTBO
(YKP®APMATEHTCTBO)

npocnext bepectelickkuii, 120-A, m. Kuis, 03115, Ten: (044) 422-55-75, (044) 422-55-76,
e-mail: dls@dls.gov.ua, https://www.dls.gov.ua Kon CJIPITY 40517815

Ne Ha Ne | BIJ
KepiBaukam cy0’ekriB
rocnoaaproBaHHs, AKi
3aliMaloThCH peaJiizanicio,
30epiranHsaM i 3acToCyBaHHAM
JiKapcbKHX 3aco0iB

Kepisuukam  TepuTopiagbHHX
opraHis Ykpdapmarenrcrsa

PO3MOPSUTKEHHS

Binnosinno mo Koreruryuii Vkpainwm, crateii 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOIABCTBa Y KpaiHH PO OXOPOHY 30POB's», crareid 15, 17, 21 3aKkoHy
Ykpainu «lIpo mikapcski 3acobu», IomoxeHHs mpo YKpaiHChbKe (hapMalieBTHYHE
areHTCTBO, 3aTBEp/KEHOro mnocraHoBoro  Kabinery  Mimictpie  Vkpainu
Bix 12.08.2015 Ne 647, Tlopsaky 3mifiCHEHHS IEPKABHOrO KOHTPONIO SKOCTI
JIKapchKUX 3aco0iB, INO BBO3ATHECS B YKpaiHy, 3aTBEpIKEHOrO IOCTAHOBOO
Kabinery Minictpis Vkpainu Bix 14.09.2005 Ne 902, mymkty 3.2.3 Iopsaxy
BCTaHOBJICHHsI 3200pOHHU (TUM4YacoBoi 3a60pOHH) Ta OHOBJIEHHA 06Iry JiKapChKHX
3ac00iB Ha TepuTopii YKpaiHu, 3aTBep/KeHOro HaxasoM MiHicTepcTBa 0OXOpOHH
3M0poB’st Ykpainu Bim 22.11.2011 Ne 809 (3i 3miHamu), 3apeecTpOBaHOIO
MinicreperBom roctunii Vkpaimm Bix 30.01.2012 3a Ne 126/20439, ITopsiaxy
KOHTPOJIIO SIKOCTI JIIKapChKuX 3acobiB Iix yac ouToBoi Ta po3apiGHOi Toprimii,
3aTBEP/KCHOr0 Haka3oM MiHicTepcTBa OXOpOHH 30poB's YKpainu Bix 29.09.2014
Ne 677, 3apeectpoBaHoro MiHicTepcTBoM roctunii Vkpainu Bix 26.11.2014 3a
Ne 1515/26292, IlpaBun yTumnizanii Ta 3HANIEHHS JTiKapChKKUX 3aC001B, 3aTBEpIHKEHIX
Haka3oM MiHicTepcTBa OXOpOHH 3710poB’s VYkpaimm Big 24.04.2015 Ne 242,
3apeecTpoBaHKMX MiHicTepcTBOM IocTHIIT Ykpainu Big 18.05.2015 3a Ne 550726995,
Ha IiICTaB] HAJXODKEHHS MIKHAPOLHOTO OB IOMJICHHS Bif PEryJISITOPHOTO OpraHy
Kanagm Ne 2026-115730 crocoBHO BigkimmKy 3 00iry cepiii ush42Qiddpied3R0¢ran
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648034, 651074, 653544, 656693 nikapcbkoro 3acoby PDP-DIPHENHYDRAMINE
(Chlorhydrate de diphenhydramine) 25 mg, kancynu y daakori Ne 100, BupoOHULITBa
Pharmascience Inc., Kanaza, y 3B’s3Ky 3 HeBiINOBIAHICTIO BUMOTaM HOPMATHUBHUX
IOKYMEHTIB (3a0pyIHEeHHs HiTpo3aMiHaMH).

3 METOIO aKTUBHOI IIPOTH/Ii1 MOMKPEHHIO JIIKapChKUX 3ac00iB, 3 OISy Ha Te,
IO TakKa MPOAYKIsA € HeOe3MeUHOK Ta MOXKe HECTH 3arpo3y JKHUTITIO Ta 3I0pPOB'IO
HACeJIeHHS:

3ABOPOH/SIO peanizaniro, 30epiraHHs Ta 3aCTOCYBaHHS
cepiit 642913, 643904, 648034, 651074, 653544, 656693 mixapcekoro 3acoly
PDP-DIPHENHYDRAMINE (Chlorhydrate de diphenhydramine) 25 mg,
Kancyau y ¢paaxoni Ne 100, Bupoouuursa Pharmascience Inc., Kanana.

Cy6’ekTaM TrocCIiofaproBaHHA, fAKi 3AIMCHIOIOTH pealizamiro, 30epiraHHA Ta
3aCTOCYBaHHS JIKapChbKUX 3aco0iB, HEBIAKIAOHO MICIS OJEpXXaHHA [aHOTO
PO3IOPAKEHHA NI€PEBIPUTH HAABHICTh BKA3aHUX CEPill JIIKAPCHKOro 3aco0y, BXKUTH
3aX0OW IIOJO BWIYYEHHA iX 3 0OIry HUIIXOM IIOBEPHEHHS II0CTaYabHUKY
a0o0 3HHINECHHS, MMPO IO IOBIAOMHUTH TEPUTOpIANIBHUN OopraH YKpdapMmareHTCTBa.
V pasi 3HUIIEHHS BIIXOAIB 3a3HaYSHUX Cepili IKapChKOro 3aco0y B IBOTIKHEBHIH
CTPOK HAIpaBUTH IO TEPUTOPIalbHOTO oOpraHy YKpdapMmareHTCTBa KOIIIO aKTa
TIpO 3HUILEHHS BiXOiB JIIKAPCHKOro 3aco0y.

KonTpons 3a BHKOHaHHAM  [JAHOTO  PO3MNOPAMKEHHA  3IIHCHIOIOTH
TEPUTOpPialbHi opranu Y kphapMareHTCTBa Ha BiANOBIAHIA TEPATOPII.
HeBHUKOHAHHS NAHOTO PO3IMIOPSIKEHHS TATHE 32 cOO0I0 BiIMOBINANBHICTE 3T1THO 3
YHHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii JaHOTO pO3NOpsIKEHHs HallpaBIICHI:

MiHicTepCTBO OXOPOHH 310pOB'A YKpaiHy;

JII «JlepaBHUM eKCIEpTHUE LeHTp MiHicTepcTBa OXOPOHH 370pPOB'S
Ykpaiau». P
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YKPATHCHKE ®APMAIIEBTUYHE ATEHTCTBO
(VKP@APMATEHTCTBO)

npocnekt bepecTeiiceknit, 120-A, m. Kuig, 03115, Ten: (044) 422-55-75, (044) 422-55-76,
e-mail: dls@dls.gov.ua, https:/www.dls.gov.ua Kox €JIPITY 40517815

Ne Ha No BiJ
KepiBHukam cy06’exTIB
rocnoaaproBaHHA, siKi
3aliMalOThCH peaJizani€lo,
36epiraHHsiM 1 3acTOCyBaHHAM
JiKapcbKHX 3aco0iB

KepiBHukaM  TepuTOpiajbHUX
OopraHiB Ykpdapmarenrcraa

PO3IOPAUKEHHS

Bignosiguao no Koncrutyuii Ykpainm, cratein 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOaBCTBa YKpaiHH IIpo 0XOPOHY 3I0pOB'a», cratelt 15, 17, 21 3axony
Vkpainu «IIpo mikapcbki 3aco6m», ITonoxeHHa mpo YkpaiHCbKe ¢apMmaneBTHYHe
areHTCTBO, 3aTBEpMKEHOro mocraHoBoro KaGimery MinicTpiB  YKpainu
Bix 12.08.2015 Ne 647, Tlopsnxy 3nifiCHEHHS AEPKABHOTO KOHTPOIIO SIKOCTI
NKapChKUX 3aco0iB, IO BBO3ATBCA B YKpaiHy, 3aTBEPDKEHOr0 IIOCTAHOBOIO
Kabinery Mimictpis Ykpaimu Bix 14.09.2005 Ne 902, mymkry 3.2.3 Ilopsnky
BCTAHOBJIEHHS 3a00pOHM (TUMYacOBOi 3a00POHH) Ta TIOHOBJIEHHs 00iry JiKapChbKuX
3acobiB Ha TepuTopii YKpaiHu, 3aTBEP/KEHOr0 HakazoM MiHiCTepCTBa OXOPOHH
3opoB’s Ykpaimu Bix 22.11.2011 Ne 809 (31 3MiHam¥y), 3apeecTpOBAHOTO
MinicrepcrBoM roctuiii Ykpainu Bix 30.01.2012 3a Ne 126/20439, ITopsnxy
KOHTPOIIIO SKOCTi JIiKapchKHUX 3acoGiB I 4ac OmMTOBOi Ta po3ApibHOI Toprismi,
3aTBEepIPKEHOro Haka3oM MiHicTepcTBa OXOPOHHM 310poB's Ykpainu Big 29.09.2014
Ne 677, 3apeectpoBaHoro MinictepcrBoM focTumil Yxkpainu Bim 26.11.2014 3a
Ne 1515/26292, TIpasui yTrii3aiii Ta 3HAIIEHHS JTiKapChKUX 3aC001B, 3aTBEPIKEHHX
naxasoM MinictepcTBa oxopoHm 3mopos’s Vkpaimm Big 24.04.2015 Ne 242,
sapeecTpoBaHEX MiHicTepcTBOM focTUIIi] Yipainu Bia 18.05.2015 3a Ne 550/26995,

Ha MiJCTaBi HAIXOKEHHS MI>KHAPOIHOTO [TOBIIOMIIEHHS Bill peli}gm;[‘gpa?g{a%opraﬂy
HUU OpraH
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ITisnenno-Adpukancskoi PecrryGuiku Ne Case 110 cTOCOBHO BIZKIIHKY 3 obiry
cepii ZA260565 mikapcekoro —3aco0y CIPLAVASC 5 (Amlodipine besylate),
5 mg, TablneTKH B KapTOHHiH Kopobii Ne 30, BUpOOHUITBA Cipla Medpro (Pty) Ltd,
IliBneHHO-AdpHKancbka PeciyOiika, y 3B’S3Ky 3 BHABICHHAM KPUTHIHOIO
BiIXMJICHHS SIKOCTI IiJI Yac [POLECy NaKyBaHHs (Y BTOPHHHY YIIaKOBKY JTiKapChKOTO
3aco0y MO3YBaHHAM 5 MI' IOMHIIKOBO BKIAJEHO OmicTepu JiKapChKOro 3acoly
nosysanuaM 10 mr).

3 METOIO AKTHBHOI IPOTHI] IOMKMPEHHIO JTiKapChKUX 3ac00iB, 3 ONILANY Ha T,
o Taka MPORyKUis € HeGe3IIeUHOIO Ta MOXE HECTH 3arpo3y XXKHUTTIO Ta 37I0POB 10
HaceJIeHHS:

3ABOPOHMIO pearnizanito, 30epirants Ta 3aCTOCYyBaHHA cepii ZA260565
nikapcpkoro 3aco0y CIPLAVASC S (Amlodipine besylate), 5 mg, TabeTKH B
kapTronHii kopobui Ne 30, BupOOHHNTBA Cipla Medpro (Pty) Ltd,
Iisnenno-Adpukancbka Pecny6iiika. '

Cy6’exraM TOCIOJApPIOBaHHS, gKi 3miMCHIOIOTH peaisalliio, 30epiraHHsa Ta
3aCTOCYBAHHA JIIKapChKHX 3ac00iB, HEBIJKIAIHO Iicas OJepXaHHS JIaHOro
PO3MOPSIDKEHHS [IePEeBIPUTY HAsBHICTh BKa3aHO! cepil ikapchKoro 3acoly, BXKUTH
3axold MO0 BHIydeHHs ii 3 06iry LUIIXOM TIOBEPHEHHS NOCTa4aIbHUKY
a60 3HUITEHHS, PO IO IIOBIIOMUTH TEPUTOpiabHUN OpraH VkpdapmareHTCTBA.
Y pasi 3HUIIEHHs BixoxiB 3a3HaYeHO] cepii JIKapChKOro 3aco0y B JBOTM>KHEBHH
CTpOK HATPABATH 1O TEPHTOPIaNbHOro OpraHy YKpdapMareHTcTBa KOIIO aKTa
[po SHAIIEHHS BiXOAIB JiKapChKOTO 3ac00y.

~ KouTpons 3a BMKOH@HHAM  JI@HOTO  PO3MOPSIDKCHH 3[iiCHIOIOTD

TepuTOpianbHi OpraHd YKphapMareHICTBa Ha BiAmoBiaHiit TepuToOpIl.
HeBUKOHAHHS JaHOTO PO3IOPSIKEHHS TArHE 32 co0oKo BiATIOBIAAJIBHICTD 3T1THO 3
YYHHUM 3aKOHOJaBCTBOM Y KpaiHH.

Korrii 7aHoro po3nopsKeHHs HarpasJIcHI:
MiHiCTepCTBO OXOPOHH 3I0POB's Y KpalHH;
T «JlepxaBHUM €KCIEPTHUH ILEHTp MiHicTepcTBa OXOPOHH 3[0pOB's
Vxpalam». 7

T.s.0. TonoBn e Tapac IPOHIB
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YKPATHCBKE PAPMAIEBTUYHE ATEHTCTBO
(YKP®APMATEHTCTBO)

npocnext bepecreticekuil, 120-A, M. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
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Ne Ha Ne BiX
KepiBHukam cy0’exTiB
rocnojaproBaHHs, AKi
3aifiMalThes peaJjizamiclo,

30epirannsaM i 3acrocyBaHHaM
JiKapcbKHUX 3a2C00iB

Kepienukam  Tepuropiasbuux
oprasis Yxpdapmarenrcrea

PO3IOPSIUKEHHSI

Bigmosinuo mo Koncturynii Ykpaium, crareit 15, 22, 55 3akoHY YKpaiHu
«OcHOBY 3aKOHOIaBCTBA YKpaiHH TIPO OXOPOHY 370pOB's», cTareit 15, 17, 21 3akony
Ykpainu «Ilpo nikapceki 3aco6m», TlonoxeHHs mpo YKpaiHCbKe (apManeBTUYHe
dreHTCTBO,  3aTBEPIDKCHOro  mocraHoBolo  KaGimery Mimictpis  Vkpainm
Bin 12.08.2015 No 647, Ilopanky sniiicHeHHs JIEPXKABHOIO KOHTPOJIIO SIKOCTi
TIKapChKUX 3ac00iB, IO BBO3ATHCS B YKpaiHy, 3aTBepIKEHOr0 MOCTAHOBOK
Kab6inery MinicTpis Ykpainu sim 14.09.2005 Ne 902, nyHKTy 3.2.2 Tlopsaaxy
BCTaHOBJICHHSI 3800POHH (THMYacOBOi 3a60POHM) Ta ITOHOBJIEHHS 00iry JIiKapChKHUX
3aco0iB Ha Tepuropii YkpaiHu, 3aTBEpIKEHOr0 HAKA30M MiHicTepcTBa 0XOpOHH
3m0poB’s  Ykpaimu Bim 22.11.2011 Ne 809 (3i 3MiHAMH), 3apPEeECTPOBAHOTO
Minicrepcrsom roctunii Vkpainm sig 30.01.2012 32 Ne 126/20439, ITopsinky
KOHTPOJIIO SKOCTi JIKapchkux 3acoliB IIiJ 4ac OnToBOi Ta po3xpi6GHOT TOPTiBIIi,
3aTBEP/DKEHOr0 HakaszoM MiHicTepcTBa 0XOpOHH 310poB's Ykpainu Big 29.09.2014
Ne 677, sapeectpoBanoro MinicrepcTBoM roctumii Vkpainu Bin 26.11.2014
3a Ne 1515/26292, TlpaBun yrwmisanmii Ta 3HHUIIEHHS JKapCBKUX 3acobiB,
3aTBEP/UKCHMX  HakasoM  MiHICTepcTBa  OXOpPOHM  3[0pOB’s  YKpaiHu
Bix 24.04.2015 Ne 242, sapeectpoBammx MinicTepeTBOM roCTHIT Ykpaiau
Big 18.05.2015 3a Ne 550/26995, Ha mimcTaBi HAmXOMKEHHS Mi>KHAPOJHOTO
TIOBiJOMJIEHHS BiJl PETyJIITOPHOro oprany Mekcuku Ne 55/2026yB1089 BUABISHHESax
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B 00iry  cepiif 230593, 230589 danbcudikoBaHOro  JTiKAPCHKOro 3aco0y
BEDOYECTA® (B Complex, Folic Acid, Vitamin C, and Rutin),
(36 mg/5 mg/10 mg/0,018 mg), 0,5 mg, 100 mg, 5 mg., kancymu B kopobui Ne 30,
3 MapxyBaHHAM BupobHuka Catalent Argentina SAIC., ski He peanizoByBanucs
KOMIIaHi€r0.

3 MeTOI0 aKTHBHOI POTH I} MOIIKPEHHIO JiKAaPCHKUX 3ac00iB, 3 OTVISLY Ha Te,
IO TaKa MPOJYKLis € HEGE3METHOIO Ta MOXe HECTH 3arpo3y JKMTTIO Ta 3J(0pOB IO
HaceJIeHHS:

3ABOPOHSIIO peaizaio, 30epiranHs Ta 3aCTOCYBaHHA
cepiit 230593, 230589 dbanbcudikoBaHoro JIKapChKOTo 3acoby
BEDOYECTA® (B Complex, Folic Acid, Vitamin C, and Rutin),
(36 mg/S mg/10 mg/0,018 mg), 0,5 mg, 100 mg, 5 mg, kancyan B kopoGui Ne 30,
3 MapKyBaHHAM BHpoOHuka Catalent Argentina SAIC.

Cy6’extam rocnonaproBaHHs, SKi 3MIHCHIOIOTH peanisamiio, 3GepiranHs Ta
3aCTOCYBaHHA JIKapChbKUX 3aco0iB, HEBIAKIANHO IiCIA OfEepKaHHI JaHOTO
PO3IOPSIIPKEHHs [IEPEBIPUTH HAsABHICTh BKa3aHUX cepiif TIKapChKOro 3aco6y, BXKHTH
3aX04¥ IIORO BHWIYHYEHHA X 3 00iry NUIAXOM IOBEPHEHHS IIOCTAYaIbHHUKY
abo0 3HHUINEHHS, TPO IO IOBiJOMHUTH TepUTOpialibHHi opraH YkpdapMmareHTcTBA.
Y pasi 3HUIIEHHS BiJXOMIiB 3a3HAYEHUX Cepiif JIIKapChKOro 3aco0y B IBOTIKHEBHMI
CTPOK HATPaBUTH IO TEPUTOPIATBHOIO OpraHy YKpdapMareHTCTBa KOO akTa
IIpO 3HUIIECHHS BiIXOAIB JIIKapChKOTO 3ac00y.

KonTpone 3a BHKOHAHHAM  HAHOTO  PO3MOPSDKEHHS  3AiHCHIOIOTH
TEPUTOPIANIbHI Oprany YKpdapMareHTCTBa Ha BiAIOBiAHIM TepUTOPii.

HeBukoHaHHS NaHOTO PO3MOPSKEHHS TATHE 3a COOOK BiANOBimANBHICTH
3TiJHO 3 YNHHUM 3aKOHOJIABCTBOM YKpaiHH.

Konii 1anoro po3nopspkeHHs HallpaBiieHi:

MiHiCTEPCTBO OXOPOHH 3[0POB'S Y KpaiHHu;

HIT «[lepxaBHu# excrepTHuii / UeHTp MiHicTepCTBA OXOPOHM 3/10pOB'S
YKpaiHm». 4

T.B.0. I'ostoBH Tapac IIPOHIB

Onexcannpa CABUEHKO, ren.044-422-55-04, 8u.109



