TEXHIYHI TA AKICHI BUMOI'M 10 IPEIMETY 3AKYIIBJII

1. Jlikapceki 3acoOu MarOTh OyTH 3apeecTpOBaHi B YKpaiHi.

ToBap mae Oyru 3apeectpoBanuii B Ykpaini (CimonTBo mpo JlepkaBHy peecTpariiro
MinicTepcTBa OXOpPOHM 3/0pOB’s YKpaiHW) Ta TMOBHHEH BXOAWTH IO TEPENIKY JIIKaPChKUX
3ac00iB BITYM3HSHOTO Ta 1HO3EMHOTO BHPOOHMIITBA, SIKI MalOTh 3aKylMOBYBAaTH 3aKjaid Ta
YCTaHOBH OXOPOHH 3/I0OPOB’S, IIO TOBHICTIO a00 YacTKOBO (hiHAHCYIOTHCS 3 JEPKAaBHOTO Ta
MICBKOTO OIOJKETIB.

2. Ilpu mocraBui TOBapy MOBUHHA AOJEPKYBATUCh LUTICHICTh CTAHAAPTHOI YIMAKOBKH 3
HEOOX1JHUMH PEKBI3UTAMU BUPOOHUKA.

3. Lllinn mOBWHHI BIANIOBIZATH PEECTPY OMTOBO-BIMMYCKHUX IIIH Ha JIKAPCHKI 3aco0u
BimnmoBigHO A0 BUMOT [locranoBu KMV Big 02.07.2014 p. Ne240 ta Hakazy MO3 VYkpainu Big
18.08.2014 Ne 574, a takox [locranoBn KMV Bix 17.10.2008p. Ne955 31 3minamu.

4. ITpu mocTaBIli JiKapChbKUX 3ac001B MOBHHEH HA/IaBaTUCS cepTU(IKAT IKOCTI, CBIOITBO
PO JepKaBHY PEECTpallito 3aco0y abo aeKapallis mpo BiAMOBIAHICTb.

5. YdacHUK HajJa€ TapaHTIHUI JUCT, IIOJ0 CTPOKY MPHUIATHOCTI TOBAPY, IKWA HA MOMEHT
MOCTABKHU CKJIaIaTUME 3aJIMIIKOBUH TepMiH 30epiranus He MeHie 80%.

6. Y4yacHUK MOBUHEH HAJATH :

- KOTIiIO JI03BOJTy a00 YMHHOI JIiIIeH311 Ha 3/MIICHEHHS ONMTOBOI a00 PO3apiOHOT TOPTiBIi
JKapChbKUMU 3aco0amMu 200 KO0 YMHHOT JIIEH31i Ha BUPOOHUIITBO JIIKAPCHKUX 3aCO01B SKIIO
Y4YacHHUK € BITYM3HSHUM BUPOOHUKOM 3alpOrOHOBaHOTO ToBapy; SIKIIO OTPUMAHHS TaKOI0
A03BOJy a00 JineH3ii Ha MNPOBaJKEeHHSI TAKOr0 BHUAY JifVIHOCTI mepeadaYeHo
3aKOHOJABCTBOM, Y Pa3i HeHAJaHHA KoOIii BUINE 3a3HAYEHOT0 JTOKYMEHTA HAaJaTH JIMCT-
MOSICHEHHS 3 MOCHJIAHHSAM HAa HOPMH YHHHOT'0 3aKOHOAAaBCTBA MPO BiICYTHICTH 103B0JIY 200
JineH3ii Ha NPOBa>KeHHS MeBHOT0 BUY FOCNOJAPCHKOI AislJIbHOCTI.

7. 3 Mmeroro 3amoOiraHHs 3akymiBiai (aabCUdiKaTiB Ta MiATBEPPKEHHS CBOEYACHOTO
MOCTaYaHHSI TOBApYy y KIJIBKOCTI, IKOCTI Ta 31 CTPOKaAMH MPUIATHOCTI, YIaCHUK HAJTa€ OPHUTiHAI
rapaHTIHHOTO JIMCTAa BUPOOHWKA (TpeacTaBHUITBA, (imii BUpoOHWMKA — SKIIO X BiAMOBITHI
MOBHOBAXCHHS TMOIIUPIOIOTECA Ha TEpUTOpil0 YKpaiHu) abo TpeacTaBHMKA, Aujepa,
TUCTPUO’ FOTOPa YIIOBHOBAXEHOTO Ha 11€ BAPOOHUKOM a00 BiIOBIIHUI JIUCT BiJl IMEHI YYacHUKA,
SKHM MiATBEPKYETHCS MOXKIUBICTh MMOCTaBKH TOBAPY, SKHH € MPEeIMETOM 3aKyIiBJl LIUX TOPTiB
Ta MPOIMOHYETHCS YYACHUKOM, Y KUTBKOCTI, 31 CTPOKAMHU MPHIATHOCTI Ta B TEPMiHU, BU3ZHAYCHI
TEH/IEPHOIO JTOKYMEHTalli€to. ['apaHTiiiHUIl JTHUCT MOBHMHEH BKIIOYATH JAaTy OTOJIOMICHHS IPO
HpPOBEACHHS BIAKPUTHX TOPTiB, ONPUIIOAHEHOTO0 Ha BeO-MopTaii YTOBHOBA)KEHOTO OpraHy, a
TaKOX Ha3BY MPEIMETY 3aKYIiBJIi 3T1HO OTOJIOIICHHS Ta HAa3By 3aMOBHHUKA

8. lo3yBanHs, (opma BHMYCKY, KOHIIEHTpAllisl TOBUHHI BIJANOBIIATH 3asBJICHOMY
MEPEIIKY.

9.ToBap MOBMHEH MaTH iHCTPYKIIiIO 3 BUKOPUCTAHHSI MIpenapary, BUKIaIeHy YKPaiHCHKOO
MOBOIO Ta 3aTBEPPKEHY HAJIC)KHUM YHHOM.

10.ITpu nocraBui ToBapy YuacHHK (TI€peMOXKellb) MOBHHEH MepeadaynTu 3aCTOCYBaHHS
3aXOJIiB 13 3aXUCTY JOBKULISA I11]1 YaC BUKOHAHHS JIOTOBOPY.

I'apaHTiHMI JHCT CTOCOBHO:

- HaJIOKHUX YMOB 30€epiraHHs Ta TPAHCIOPTYBAHHS 3T1JIHO IHCTPYKIIIT 3aCTOCYBaHHS;
- TepMiHy npuaaTHocTi (He MeHI 80% Bija JaTh BUTOTOBIICHHS).

- cepTUdiKaT BIAMOBITHOCTI (IKOCT1);

- IHCTPYKIII1 3 BUKOPUCTAHHS (METOANYHI BKa31BKH);

- TapaHTIHUI JTUCT BUPOOHMKAa MPO MPEACTABHULITBO (IUCTpHOyLi) mocTradagbHUKa, a0o
BIINMOBIIHUM JIUCT BiJl iIMEH1 Y4acHUKa, 1moA0 Oe3mepebiitHol MOCTaBKU TOBApYy y HEOOXI1IHIH



KUTBKOCTI, SIKOCTI Ta Yy TMOTPiOHI TEpPMiHM, 3TITHO OTOJOIIEHHS TPO TOPTH, HE3AJEKHO BIf
CBOE€YACHOCTI (piHAHCYBaHHS;

VYyacHUK BH3HAua€e IIHY 3 ypaxyBaHHAM YCIX CBOIiX BHUTpaT, MONATKIB 1 300piB, IO

CIUTaYYIOThCSl 00 MarOTh OYTH CIUIa4€Hl, y TOMY YHCIII Ha TPAHCIIOPTYBAHHS 10 MICIIS IOCTABKHU.

TABJIMLS 1
Ne HaiimenTyBanHs TOBapy MHH KinbkicTs OnuHuus
m/n | (MeAUKaMEHTIB) BUMIpY
1 Humpodapm 0,3% xparti Ciprofloxacin 10 yIIaK.
ouHi/BymHi/abo ekBiBaieHT | SO3AA07
2 dapmagexc mr/mia 10m Dexamethasone | 5 yIIaK.
Kkparuti ouHi/abo exBiBasieHT | SO1B A0l
3 JleBominetun 0,25% 10ma Chloramphenicol | 10 yIax.
(. xkparuti 09HI/ab0 SO01A01 AO1
€KBIBJICHT
4 benokci 0,4% 10mn kparmi | Oxybuprocaine | 1 yITaK.
04H1/a00 €KBIBAJICHT SOTH A02
5 ®enedpun 10% 10mn Phenylephrine 1 yIaK.
Kparuti ouHi/abo ekBiBaienT | SOIF BO1
6 Cymbdarr 30% 10m Sulfacetamide 20 yIIaK.
Kparuti ouHi/abo exBiBajgeHT | SO1A B04
7 Odnokain-apuuns 15T Comb drug 10 yIIaK.
Ma3b/ab0 €KBIBaJICHT D06B X50**
8 I'emapunoBa ma3p 251/a60 Heparin, 5 yIIaK.
€KBIBaJICHT combinations
CO05B A53
9 Bberamerazon-/apuuns kpem | Betamethasone 10 yIax.
151/a60 exBiBasIeHT and antiseptics
D07B C01
10 Jlamixon 1% 151 xpem/abo Terbinafine 5 yIIaK.
€KBIBaJICHT DO1AE15
11 MerTtonposnony TapTpar Metoprolol 2 yIax.
100mr Ne20 Tabn/abo C07A B02
€KBIBaJICHT
12 Enananpun 10Mr Ne20ta6n. | Enalapril and 5 ylax.
/abo eKBIBaJIEHT diuretics
C09AA01
13 Kanrronmpun 25mr Ne20 Captopril 5 ylax.
TabJ1/ab0 eKBIBAJIEHT CO09BA02
14 Xnopodumint 10Mr/mn Chlorophyllipt* | 20 ¢unaxk.
100mi1 1. p-H ciupt/abo DO8AX
€KBIBAJICHT
15 Hacrolika kanennynu 50 Calendula 50 ¢uaxk.
MJ1/ab0 eKBIBaJIEHT officinalis
D03AX
16 AMiaky po3unH Ammonia 10 ¢uaxk.
10%40m11/a60 eKkBiBaJIeHT RO7AB
17 Owmemnpazon 20mr N30 /abo | Omeprazole 30 yIaK.
€KBIBAJICHT A02B CO01




18 [Tankpearun 8000 Ne50/a6o | Multienzymes 20 yIIaK.
€KBIBaJICHT (lipase, protease
etc.)
A09A A02
19 Mertoknonpamin 10mr Metoclopramide | 5 yIaK.
Ne50/ab0 exBiBaJIeHT AO03F A0l
20 Byrinns aktuBoBane 250mr | Medicinal 300 yIIaK.
Nel0/abo exBiBasieHT charcoal
A07B A01
21 Hidypoxcaszux 200mr Nifuroxazide 20 yIIaK.
Nel0/abo exBiBaJIeHT A07A X03
22 Peocop6imakr 200mi . p- | Electrolytes in 10 dbnax.
H 1/iad. /abo exBiBaIECHT combination
with other drugs
B05B B04
23 He6yramon Imr/mit 2mn Salbutamol 1 yIaxK.
Nel0 p-u a/inr. /a6o RO3A C02
CKBIBAJICHT
24 Hebyduto3o0n Imr/mn 2min Fluticasone 1 yIaxK.
N910 koHT. cycmn/abo RO3B A05
CKBIBAJICHT
25 Hunpoduokcamun 500mMr Ciprofloxacin 20 yIaxK.
Nel0/abo exBiBaJIeHT JOIM A02
26 AmOpokcon-KB 30mr Ambroxol 100 yIIaK.
Ne20/abo exBiBaJIeHT RO5C B06
27 Jloparamun-JIX 10Mr Desloratadine 20 yIIaK.
Nel0/abo exBiBaJIeHT RO6A X13
28 I'epneBip 2,5% St ma3zp/abo | Aciclovir 10 yIIaK.
€KBIBAJICHT D06B B03
29 ®apmazomin 0,1% 10ma Xylometazoline | 100 yIIaK.
Kparuti Ha3aj./abo RO1A AO7
€KBIBAJICHT
30 [araninT-H 30r/a6o Comb drug 50 yIIaK.
€KBIBAJICHT RO2A A20
31 Cenredpun 0,2mr NelO/ab6o | Decamethoxine | 200 yIax.
€KBIBaJICHT RO2A A20
32 Xnopodimint 25mr Ne20/a6o | Chlorophyllipt 20 ylax.
€KBIBaJICHT JO1XX
33 Bpomrekcun-Jlapuuist 8Mr | Bromhexine 20 yhaxk.
No50/a00 exBiBajeHT RO5C B02
34 Penaxcun Ne20/abo Comb drug 10 yIax.
€KBIBAJICHT NO5C M50
35 Anpenanin-JlapHuiis Epinephrine 1 yIax.
1,8mr/ma it Nel0 amn.p-u | CO1C A24
J/iH. /a00 eKBIBaJIEHT
36 JleBomexkoib 40r/a6o Comb drug 20 yhax.
€KBIBAJICHT DO03A X50**
37 [TantecTun-lapauns DO03AX 10 yIaxK.
151/a00 exBiBaJIEHT
38 Tpoxcepyrun-/lapauns Troxerutin 10 yIaxK.
20mr/r 30r/a6o exBiBanent | COSC A04




39 Hpormneke 15mit kparuti Comb drug 5 yIIaK.
BYIIIHI S02D A30
/abo eKBIBAJICHT

40 Punrt 3Bonoxyrounii 0,5mr/r | Oxymetazoline 10 yIax.
10r HazanpHMIT/a00 RO1A A0S
€KBIBaJICHT

41 Jlinokain-3mopoB's 10% 38r | Lidocaine 1 yIIax.
cripeii/abo eKBIBAJICHT NO1BB52

42 Himecynig 100mr Ne30 ta6n. | Nimesulide 50 yIIaK.
/abo eKBIBaJICHT MO1A X17

43 Xmoprexkcuaua-Biona 0,05% | Chlorhexidine 50 yhax.
/abo exBiBaieHT 100Mi50 DO8SA C02

44 HexcamerasoH- 0,1% mi Dexamethasone |5 yIaK.
Kparuti ogHi/abo ekBiBaieHT | SOIB A0l

45 Juxnodenak Yinerpa 5% 50r | Diclofenac 20 yIaK.
rens/ado ekBiBajgeHT/abo MO02A A15
€KBIBaJICHT

46 PeBmoxkcukam 15mr Ne20 Meloxicam 10 yIaK.
TalbJ1. /a00 eKBIBAJICHT MO1A C06

47 beramun 10% 120mi ¢a. p- | Povidone-iodine | 2 duak.
H JI/30BH. 3aCT. /a00 DO8A G02
€KBIBaJICHT

48 ®opinekc S0mkr/no3y 140 Mometasone 3 yIIaK.
1103 CYCIIL. cripei RO1A D09
Ha3aJIbHN1/a00 €KBIBAJICHT

49 Beranepm 151 ma3p Ty0a/abo | Betamethasone 10 yIIaK.

E€KBIBAJICHT

and antibiotics
D07C CO01
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