JAepxaBna dicka.ibua caykda Yrpainn

MPOTOKOJI
Npo nopyumeHust MUTHUX npasua Ne 3223/30500/19

25" uepsns 2019 p. m/n «Yxropoy 3akaprarchbKol Mt J1d(
(MicUe CKAaaeHHs NPOTOKOY )

S 1OMOBHMIN JICPKABHUI IHCIIEKTOP CEKTOPY O0OPOTHLOH 3 HE3aKOHHHM MEPEMILICHHIM HAPKO THKIR | 30D0]
\TIPABITHHS NTPOTH/T MUTHHM TTPABOMOPYIIEHHSAM Ta MIJKHAPOIHOT B3aEMO/UT 3aKapiarchko !
J1OC byprosuit Auapii Osiekcan/ipoBHY
(nocata. MUTHHIT oprami. IIPI IBMILIC. IM'S T 110 OaTBLKOBI (‘C(‘(‘)ll. O CKUEL R HTpo (NA)

(nocana, MUTHUIT Oprax. ApisBULLE. IM'S Ta N0 0aTLKOBI OCOON. 1O CKAAAA HPOTORO) |l
. . . . - . . |
V HIpHCYTHOC ll/H—Ht“V—HIﬂHl (HCHO'I‘DIUHC‘ 3aKpecCiin ") ()CO()II, O NPHTHATYCTHLCH 10 BLITTORBI IA

rpovasnnba Yipainu  Kmouiseskoro [Opisi BacunboBuua, 23.04.1959 pory  wapo vicins ™
papo;pkenns: 3akapnarcbka 001, M. Ykropoj. micue podotu: TOB «Her on iy (v Cnlinasa).
WIPEKTOP. POKHBAC 3a ajJpecoly: YKpaiHa., M. Yikropo. Bya. boromoabus. 213, nacnopr 1 posi isiviiia
Vicpaiun Juig sri3ay 3a kopaon ET839566 sin 02.04.2012. nepcoHaiibHuii HoMep 216621453 |
BIAOMOCTI PO 0COBY. WO APUTATYETHLCS 10 BIANOBIAATBHOCTI.
SIKIIO 1T BCTAHOB.ICHO: F'POMAIAHCTBO “Di IBHLLC, i\i'ﬂ ra no QaATbLROBI.
1eHb. MICALb | PIK HAPO/LKEHHSA. MICIE HAPOIKEHHS. MiCLEe POOOTH. NOC 1A
A00 PiJ 3aHATh, MIiCLe NPOKHBAHHS, 1aHi NPO TOKYMEHT. 110 3aCBI/IUN € OCO0) )

CBLINIB:

1. JIvG Birasxiii BacniboBuy, 3akapnarcbka 00.1.. M. Yon. Bya. Mupy. 25
(Npi3BiLIA, MiCLE MPOKHBAHHSA CBIAKIB. AKLLO BOHM ¢

HOHATHNXI

| s
(Npi3BHILA. MICLE TIPOKHBAHHSA NOHATHN, SIKLLO BOHN OpaJin yyacri )
gepviodick suvoravmn crareii 490, 494, 508 MutHoro kojekcy YKpaiHH. CKIAB 1l nporotot ip

FOPY HNCHs MATHUX PaBUIL.
FTpororo. CKIA ICHO 3@ yuacTIO Tepekiianada

(NOCa1d. Micte podoTil. MPi3BHLLE. iM's Ta no 6aTbROBI. AKINO Nepernanat Opas y4acTb )

Hepeadaueni crarrero S03 MUTHOTO KoaeKkey YKpaiHu 000B'S3KH MepeKnaiada (TOHHO 1\ HOBHOAY 000 3]
SIHACHIOBATH JIOPYUYCHHH NEPEKal) MEHT PO3'SCHEHO.

ITimme nepexkaaiaya

”l)()l()l\"),l CR.IATICHO 34 YVHaCTH 3aXHCHUKA

HOCA 1L MICHE POOOTH, PEKBISHTH JOKYMEHTIB 3TLIHO 3 4aCTHHOW apyroto ctatti SO0 Mitrnoro o i
IO HTBEPIKEYIOTH [IPABO HA 3aXHCT 0COOH. 1O NPHTATAETHCA 10 BIANOBIAANBHOCTI. MPI3AIIIEC. NS |
SIKILO 3aXHCHUK DpaB y4acrs )

[epe Baueni wacTiHoio moctoro ctarti S00 MutHoro kojekey YKpaiHH npaBa 3aNHCHHRD (110 e Viactl
CUpaBl KOPHUTY BATHES YCIMa TpaBaMH. 3a3HadyeHuMH y crarti 498 MutHoro koiekey N kpaiing ) vicnd

DO Ui O
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FH o v ineHika




[epedateni yacTHHOO YeTBepTolo cTarti 494 | crarreio 498 MUTHOIO KOICKCY Y Kpatiii lfl‘r\?‘
MO IPUTATYCTBCA /10 BUIMOBIAATBLHOCTI 32 MOPYIUSHHS MUTHHX MPaBuil (1aTh 1OSCHeHs (o B
JAVBAZKCHHA 110,10 3MICTY TMPOTOKOJY: MUCBMOBO BHKJIACTH MOTHBH CBOET BIIMOBH 1t 1 (Hicd
NPOTOKOY: O3HAHOMUTHCS [1i/1 HaC PO3IIIsAY CHPABH (PO MOPYIICHHS MHTHUX HPABHIA N MITLHONY Oplani
a00 Cyv/11 3 MarepialaMH CrIpaBH, 3pOOMTH 3 HUX BHTAIH. OJEPKATH KOMIT PIICHb. MOCTAHOR T THIIIN
LOKVMEHTIB. 110 ¢ B CpaBi: OYTH MPUCYTHIM i1 9ac po3rIisily CIpaBd B MHTHOMY OpraHi 1a Opati Y4acthb
\CVIOBHN 3ACTIaHHAX. 110/1aBaTH JI0Ka3H. Opath yuacTh y 1X JOC/IUKEHHI. 3asBISTH KIOHOTaiis 1a
BLIBO M. 1L 44C PO3IIs/ly CHpPaBH KOPHUCTYBATHCS IOPHIAMYHOK JAOMOMOIOK) 3aXHCHHKA. BHCTY AT
PEHOIO MOBOKO | KOPHCTYBATHES TIOCYIaMH [Iepek/iaiada, 1aBati YCHI i IHChbMOBI HOACHCH S 110, [@aBaTH
CBOT 10BO-UM. MIPKYBAHHS Ta 3anepevycHHs. OCKapKyBATH MOCTAHOBH MHTHOIO OPraHy. ).y (¢ /i)
KOPHCTVBATHCH THIIMMH TIpaBaMHM. HAJaHUMM 3aKOHOM), nepeadaugha yacTuHowo n'sroio crari 494
NVt rHOTo KoJiekey YKpaiHH MOMKIMBICTB PHITHHEHHS TPOBa Mpasi (PO TOPN ST A THIN
[PABIIT HLISIXOM KOMITPOMICY MEHI PO3'SICHEHO.

i ume 0codn, Mo NPHTATYETHLCS /10 BUIMOBLIAILHOCTI

[Kmouisebkiii 10

[lepeabaueni yacTuHOO Japyrowo crarti 504 Muthoro koaekcy“Ykpainu 000B'SI3KIN CBI KA H :
BHKITHKOM Opraiy. y MpOBa/UKEHHI SKOro nepedyBae cripaBa [po MOPYIHCHHS NIHHX |

npHHAueHuil yac @t JleTallbHl Ta TMPaBAWBI MOSCHEHHS. TMOBLIOMHTH BCC BLUIOMC B CH
BIUMOBICTH HA IMOCTABJICH] 3aNUTaH s ). MEH1 PO3'CHEHO.

ITiunicn cBLIKIB: l. =—————— s JIvo B.B

9

| lepeabauchi YacTHHOIO TpeThoto ctatti 505 MutHoro xogekcy YkpaiHu 000B'S3KH [TOHSTOIO (OVTH
HPHCYTHIM TIPH TIPOBEIEHHT MPOIECYATLHUX Jiil. 3aCBIMyBATH CBOIM MiANMHCOM BUUTOBLAHICTL 3alInCis \
POTOKOIT IIPOBEICHUM I5IM) MEHI PO3'SCHEHC

e noHsITuX: 1.

2.

Yeranoraeno: 25.06.2019 poky 0 22 roa. 50 XB. B 30HYV MHTHOIO KOHTPOIIO Ha L1 IMHK :
VKpaiHy Ha CMYTY PYXY “‘3eieHuil KOpHaop~ MHUTHONO MOCTY «YKropoa» 3akapnarchKol \iTHHA fnij;
saixas Jerkosmii asTomo6ins mapku “SKODA OCTAVIA™, peecrpalliiiHuii HOMepHIIT i Y
Peciyviaikn 9S05281. nia kepyBanusym rpoMajsinuia Ykpainu Ko4iBCbKoro IOpist Baci ok, sikiii
npsivyean 3 Yexii B YKpainy v n1pHBaTHUX cripaBax. BostieM JUIs IPOXOUKEHHS MHTHOTO KO TPOII0_OV 10
QOPaly CMYIY pYXY "3eieHuit kopujop".

3o v, S 1. 366 MK Vkpainn o0pants «3¢/ICHOr0 KOPHIAOPY» BBAKACTLCS 3aiBOIO | PONI IAHIHA
(PO 1C. 110 TICePeMilllyBaHi HUM 4epe3 MHTHMIT KOpJAOH YKpaiHH TOBapu He M UIAral0Th 1111CLMOBOMY
[CE APy BAHHIO. ON01aTKYBAHHIO MUTHHMH TUIATEAKAMM, HE MINAJAI0TH 1111 BCTAHOBIICH] 3aKOHO, LIBC TBOM
3a00potK Ta/ado 0OMEAKEHHS 111010 BBE3CHHS HA MUTHY TEPHTOPIIO -Y KpaiHH a00 BUBE3CHHS 30 MCIKL LieT
TCPHIOPIL Ta CBLIYMTL 11PO (aKTH. L0 MAKOTh IOPHIHYHE 3HAYCHHS.
~ 3riaso 4. 6 jaHoi ¢rarri rpoMajsHH. AKi MPOXOAATb (MPOTK/DKAIOTH) HEPEes «3CIciinii nopiiiop
3BLILHSIOTHCS Bi NOJAHHS UCLMOBOT MUTHOI JIeK/Iapallii. 3BUILHEHHS BUL O LI 111l
ek apaitii e 03Havae 3BiIbHEHHS Bijl 000B A3KOBOTO JIOTPUMAHHS MOPAAKY THEPCNIIICII
MU KOpaoH YKpaiHH.
~Ilpu yecHomy onurtyBanHi rpomaisunn Y kpainn Kmouisebkuii F0.B. sanepeuns tasniict
[OBUPIB. B TOMY YHCI TAKHX. [0 MiNAaZAI0Th 111 00MEKEeHHS, BKa3aBLIH. 11O NCPChO il O¢
12 1KV L1 BIacHHX 10Tpel. fKi Bi npuilmMae Bij 60110 Ta SKi OTPAMAB 3a PELETITON 1K, :
13 X041 _1pOBEJACHHS MMTHOrO KOHTPOIIO. BPAXOBYIOYM aHANi3 Ta OWIHKY PIlsiiii. i *H
(patcnopriuii 3acid OyJ0 BHUBEJACHO 13 3arajbHOrO MOTOKY. MEPEBEACHO 10 CMMIH _PANY  «HepROii
KOP_I0p» Ta TPOBEACHOAOIO MUTHHH OF/Is1.

3 Noi npnuc;lcuﬁu OISy 3a3HAYEHOr0 TPAHCIIOPTHOIO 3aco0Y Ta pedcii TPONd it Y Kpaiiu

o

7 5yi10 BUsiBICHO Me mufyii npenapat inosemMuoro Bupoouunirra «Zaldiar 37.5 mg/325
e

MUITHOL

Fooncvipebkoro 10.
bKOTO 1),




mg». aiova pevosuna «tramadoli hydrochloridum» (Tpamazon riipoxJiopu) ByicTon 7.5 §
rao eril. v araabHid KuibkoceTi 19 tabnetok. yrnakosasi v asa Oiaictepu (0amMH Oliciep kil
0/ Oaicrep KUIbKICTIO 9 TabneTok). KOTpi OvIM MOMILIEHI yV KAPTOHHY VIAKOBKY Biil
a0 1C TR 3HAXOIMAHCS Y CePe/IMHI JIOPOIKHBOT CYMKK YOPHOTO KOIBOPY. KA Y CBOIO HC]! VTR
V OUEAKHOMY BUICIKY TPAHCMOPTHOIO 3aco0y cepe/i iHMHX 0co0MeTHX peyeii. JlocTyvil (1o . yWiapara' ®
8 OVE BIALHUM. HOM0 MICHE3HAXOKEHHS OV10 0€3 03HAK NPUXOBYBAHHA. 3ri/IHO HATAHOIO 1110 OBOTO
i } noscrenss 1p. Vepainn Kimouisebkoro 10,8, nanuii Meunnii npenapat Bid OTPHMAB OC KO TORHO 110
‘ Me Nl crpaxosil v Yexii. a penent Ha Hux 0OMiHgB Ha 1 KK B anrelii. BusiBennil Biiie wnauciini
Meanuinin npenapar rp. Ypainu Knrouisenkoro H0.B. BU3HAB CBOCIO BIACHICTIO T4 BKAZUE. L0 1,|7p|,1[|7\|,;71i
HOLO ‘L1t BIacHHUX 10Tped gk 3nedomoBaibhe. JI03BiabHI JJOKYMEHTH HA MOMEHT NEPETHHY KOPIOHY \ [,
Yipainn Kmnouiseskoro 10.B. Buteyvrti. [lpo Te. w0 Bkaszanuii meanpenapar 3rijlHO 3aKOHO LaBC rBa
S Kpali ¢ OOME/KEHHM JUISE NepeMillleHHs Mepe3 MUTHUI Kop1oH YKpainu. rp. Yipainn K ouischLeoro
10).13. 0613Hanmnii He OVB.

Jitoua pevouHa «tramadoli hydrochloridum» (Tpamajioi riipoxiaopni) BitHecena 1o |- i N
[I. coneky Ne 1 («Hapkotuuni 3acoOu. o0ir sikux odMmexkeHo») Tlepemiky HapKoiii ;
HCHXOTPONHKMX pedOBUH. 3aTBepukeHuX [loctanosoio KMY Ne770 Bia 06.05.2000 p.

3riano n. 1 er. 197 MK Vikpainn v BHDagkax. nepeadayeHux 3ax0HOM. il OKp
BCTAHOBIIOIOTHCS OOMEIKEHHS 11010 1X NePEeMIllEHHS Yepe3 MUTHHI KOpj1oH Y Kpaiii. ‘

3rino 1 2 1aHol cTaTTi nepesiiku TAKUX TOBApIB (i3 3a3HAYEHHSM IX OMHCY Td4 KO\

30J1). o rakok  Nops/IoK  BUIAYl  BUIMOBLAHUX  JIO3BOJIE  Ta X 0OIrY 3 BHKOPHC XN 1aco0in

tiopyvaniitnix rexHonorii sarsepukyiorees Kadinerom Minicrpis Ykpainm.

3ii o «llepeniky ToBapiB. HA SIKI BCTAHOBICHO OOMEKCHHS LHOAO NMEPEMILICHHS P s \ILTHT
kopon Yepainn', 3aTBep/keHoro nocranoBoio Kadinery Minicrpie Ykpaing Bi 21.05.2012. No 436 a
JIRAPCHKT 3aC00M. 1O MICTSITh HAPKOTHYHI 3aCO0H, HCHXOTPOIHI PEUOBHHM | [IPCKYPCOPIL sIKI B 3HAUCHO
nocranooio Kaoinery Minictpie Ykpainn Bit 6 tpaBdag 2000 p. N 770. HeoOXI (HHIT 103811 Hd i1PEBO
BBCICHHS  (BMBC3CHHA) YM HA 1IPABO  TPAH3MTY HAPKOTHYHUX 3aCO0IB. MCHNOTPOIHHN  PetoBii a00
DCKYPCOPIB HAPKOTHYHMUX 3aC00iB 1 ICHXOTPOMTHUX PEYOBHH.

3ritmo cr. 26 3akony Vkpainm Bin 15.02.1995. Ne 60/95-BP_"lIpo  napkorini  acoon.
NCHNOTPOITHT PpevyOBHHM 1 npeKypcopu” (iznuHi 0CcOOH MalOTh PABO _NEPEBOZITII HAPKC 11! 1ICOOM |
HCHNOTPOIHI PEHOBMHM, NMPpUA0aHi 3a NpH3HAYCHHSIM JIKaps. 3a HagBHOCTI T1a Hia 1l |
BHIAHOTO 33KJ12/10M OXOPOHH 3/10pOB'St BUINOBIIHO J10 BUMOT ctateit 27 1 28 1soio 3akoil

) lakum unpom. rp. Ykpainu Kmouiseekuii Opiii BacHIboBHY MOPYHIHE BC1AHOB ICHHY

PONOACHHA MHTHOIO KOHTPOIIKO B 30HAX (KOPHJIOPAX) CHPOLIEHOTO MHUTHOLO KOH PO (10
11 4aC MHTHOIO KOHTPOIKO BHSBICHI TOBApPH. SIKI OOMEIKCHI JUIS TIEPEMILICHHS Yepe
YKpPatHM.

Jaznaveni T MalOThb  O3HAKH  [OPYUICHHS  (MOPYIICHb) MHTHHUX  [PABHIL  ICPC IOAHCHOT O
(nepeoavenny) crarrero 471 MUTHOro Kojiekey YKpainu .

Ha nierasi crarni ST Mutnoro kojexkey YKRpaiHu 3a iHM HPOTOKOJI0M THMHYACOBO BIL 1Y MCHO!
a) rosapu — OC3M0Cepe/iHl NPEJIMETH MOPYIIEHHS MHTHUX [PaBW/: TOBAPH. TPAHCHOPTHI acoli 3i
CHCLILILHO  BHTOTOBJACHUMH  CXOBMIIAMH (TallHUKAMH). 110 BHUKOPHCTOBYBAIHCSH LIS HPHNOBN BUHHS
FOBAPIB — DE3NMOCEPEHIX MPEJAMETIB MOPYIIEHHS MUTHUX NPABHII BiJl MHTHOTO KOHTPOIO. [PAHICTIOPTHI
JACOOH. 110 BHKOPUCTOBYBAIMCS JUIS NEpPEeMILICHHS TOBapiB - 0€3MOCEePe/HIX MPCAMCTIR HOPN IHCHIT
M THIX PABHI Yepe3 MUTHHEH KOpZoH YKpaiHH 103a MICIIEM PO3TALIYBAHHS OPIaHy 1ONO T | il

Ne Hassa BHIYYEHOTO TOBApy. TPAHCHOPTHOrO 3acody. 1X KisnbkicTb (Bara)

3/n 0CcOO/IMBI O3HAKH

| B 2 - 3

| Meanunnii npenapat uunmpmmm 0T IHO3EMHOTO | ( ‘
BIpOOHIITBA MapKkn «Zaldiar 37.5 mg/325 mg» (aioua | 19 tabacrok HSHNC i
pevoBHIia «l_xjfudoll hydrochloridum» _(rpamajon | 7 | 0@ KoBO




-

DO e —

ripoxJopua) Bmictom 37.5 mg y koxkHii TadneTui),
roprosoi Mapku “Stada” y 3aBO/CBKiil ynaKkosiii.

| Koa YKT3E/L: 3004
Beworo: Ouinka Oy/1e BU3HaveHa J10/1aTkoBo

19 TadaeTok

&) OKYMCIHTH. HOTPIOHT It pO3IIsiLy CIPaBH PO MOPYIIEHHS MUTHHX MPABHIL Y TOMY HHCIL 0K MEHTIL
SKI 1epeoy BAKOTH B €IEKTPOHHOMY BHIJISIL HA HOCHT iH(opmaiii

N Hassa BHIYYEHOTO J0KYMEHTA. HOCIS C/IeKTPOHHOTO JIOKYMEHTA. 010 0COO0 Bl 0 3HAKH

B) 3 OCOOM. 110 He Mae B YKpaiHi MOCTIHOIO Miclsi MPOXKHUBaHHSA ado aiapech. — 1ok
jacoOn Y KiUTbKOCTI. HeoOXiamiii s 3abesneuyenus CcTArHenHs wrpady ado Bap1CTil
PAHCTIOPTHHX 3acO0iB. 110 € 0e3n0Cepe/HIMK MpeIMETaMH NOPYIIEHHS MUTHHN TIPABILL rpa
ACOOIR 31 creliaibHO  BHUTOTOBICHHUMH  CXOBHIIAMH  (TAHHMKAMH). 1O BHKROPHL LoByBaT
HPHXOBYBAHHS TOBAPIB — GE3M0CEPEHIX MPEAMETIB NOPYIIEHHS MUTHHX HPABH 1 BT MO0 oy
[PAHCIIOPTHIX 3aCO0IB. 10 BUKOPUCTOBYBAINCS UIS NEPEMILIEHHS TOBAPIB — OC3IOCCPL LI 1P IMETT
NOPYVILICHHS MHTHHX IPABHII Yepe3 MUTHHI KOPOH Y KpalHH 1032 MICHEM PO3TAIYBAHHS OPIAN ONOIB

I 300DIB

N [a3Ba BIIVUEHOTO TOBAPY. TPAHCMIOPTHOIO 3aco0y. iX | KisbkicTs (Bara) Bapricre.
111 0COOJIMBI O3HAKH - N T I'PH.
I 2 3 1
SIKIO € /10/1aTOK 710 MPOTOKOIY, TO 3a3HaunTh: "JIMBUCh 10ATOK _ HA _ apRVHIAN

[MosicHenns, 3ayBaKeH sl 0COOH, MO NPHTSATYC€ThCS 10 BUIMOBIAATBHOCTIE 1010 Thest 11 0O

OKPEMOMY apKy1i

/)
Posr.asut enpasn Biadyaerbes 31" anmus 2019 p. o "10" roa. "()%xry(cnmt
v VIKTopo/L. BY 1. 3aropebka. 53 — YIKropoAChKuii MICbKPaOHHHIY CY)
)

(3aN0BHIOETHES B PasiA1QT]

[pusipiink nporokoay orpumas 25 uepsns 2019 p.

o o - , / Kimouisenknii 10.8.
: : : 1 = .
(1 THNIC OCOOTL HLIO NPUTATYETHCSH 10 BLANOBIAAIBHOCTI. 3anoBHIO %‘H. SIKILO KO OCOON BCTAHOBICHO 1d BOHO 0N
NPUCYTHS NP CKAATaHH/NPOTOKOMY)

JMiCT HPOTOROIY HEPERIAACHO Ha { MOBY.

—

(ninnune nepekianaya. aKmo nepex/ianay saay4ascs )

ITinuceH CBLIKIB:

T tmen nousgTux:




~

L e 3axucHuka

[Ti e nocaosof ocodn opramy 10X01iB i 300piB. 110 CKIala NPOTOKOI. byprosuit A.O
B niumey nporokosy Ta oJepiKaHHs HOro npuMipHuka ocoda. o HpUTIrye
BLIMOBILIACH (3Q1I0BHIOETHCA Y pa3si BIAMOBH OCOOM Bijl nianucanus ta/abo O

NDOTOKOIYV)

10 BLANOBL KL IBHOCT,
KAH IS TIPHMIPIHITKS

(Mianue nocaa0Boi 0cOOH Opraly 10X01iB i 300piB. WO CK1aNa NPOTOKO1)

Iiuen cBiIKIB:

(B

ITimmen nousrrux: 1.

2

Hiume saxucunks

[HpumiTka. Koken apKkyul miimueyeTbes 0co0010. sKa MPUTATYETCS 10 BUINOBLIATBHOCT.




