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3AT GapmaneBTHYHHI 33BOJ El'IC
jopHMuHa afpeca:

1106, M. BynanewT, BYIL. KepecTypi, 30-38, Yroputuna
Tenegomn:(36)-1-803-5554, Tenedaxc: (36)-1-803-3556

dakTH4HA anpecal

1165, m. Bypanewr, BYI. Bekenbenni, 118-120, Y ropluuHa

Ceprudixar sxocti Ne 3294/2020./Smaza

Hazga npenapary:

Anep3un, Tabaevkil, RKpUTI

wrinKoRoo ofiononxoio no 5 mr N7 (7x1) y DaicTepax

Cepin N 2510E0520 JlaTa mipobuMUTBA: 05.2020.

Honep amanisy / 4aTa anauisy: TAB/2020/1560/ Tpupatuuii 1oz 05.2025.
03.07.2020.

Homep peccTpauiiinoro nocsiguennn: Tepain aif peecr. UA/9862/01/01 Kinnicrs npoaykuii 8 cepii: 40 075 kopobox

nocRiAMenHE 100 BeICTPOKORD

Ilomep ainensii:
Cuaa Ail/aKTHBHICTH:
[Toraznurs aKOCHE Ompustani

EIPTBIRII
Biaros. BuMOT.

Onuc npenapary:

Pomipn:

- zaMeTp: Bilncr. BUMOT.
ToToRHiCTS AiF0MOT PCUOBHIIM] Bianos. BUMOT.
(Y@-cnercmpoc])omomempiﬂ)J

ToToRuicTs AiI0%0T peYOBHIN Bignos. BUMOT.
(TIHX)

ToToREiCTs THTAHY AIORCILY B ST

ofononkn TAGIETKH: Bianos. BAMOT.
(konboposa peaxtis)

Kinbgicunii yicr

ool peyoBHHY 100,0%

(VD-cnexinpogomosempis)

Cropoutti 1oMimKn 1. (BEFX):

- Gyub-9iKa ineHTHRIKOBZIIA LOMILIKA:

- Gyne-aka ueigentndikorana JIOMILIKA:
- CYMa JIOMILUOK:

Cropowni aomionen 2. (BEPX) -

pMmicT enantioMepy

menme 0,05%
metme 0,05%
mee 0,1%

D- yemupusuny: 0,1%
Posunsenms (NepexiL AioHol peuornnll B

po3uuIL). 2= 104%
(V-crexmpodiomosenyris) X =9%%
Cepennna maca: 99.9 mr

OanopinHicTL MACH: Biancs, BUMOT.

BmieT noqu (mump. 3a Memadost K. dimepa):
OnunopinHicTs 103yBAHI:
(Yb-crexmpodhomorempii)

(ooropiduicins exicmy)

52%
AVp=175

MikpoGiomoriuua uuerora’

- 3arankHa KinkkicTs agpobiux MIKPCOPraHisMis
(TAMCY}:

—saranbla Kinpkicts rpudin (TYMC):

- Escherichia coli:

Poamip i THII YIAKOBKH:

MeHwe 101
senure 10/r
HE BHARNCHO
BiANOB. RHMOT.

*- AV - IONYCTIME BUIXUICHHA, M - pekoMCHAOBAHA BENMUHHA

!+ BunpoGyeanis nposossnis Anst pEPHIX MIPLOX gupOBHIMUX cepitl, oMM Qs koNCHOT Qecsmol cepil, aie e

MM 5 3acBiadyio, O Hapelena BUUIS indopmais

ML Ne HU-M-EGIS
1 TaBaerka MICTICTL: JIEBOUCTHDAINEY anFipoxaopuay S mr (mo signosinac 4,21

5,00mr/Tatn. s.0.0.

¢ [0CTOBIPIOIO | TOYHCH.

GMP Ne OGYE1/3973-6/2019
MI ICROLCTHPHINHY)

Hopa:

Bini abo majixe Ol Kpyrai nomipuo ABoonyKIi TabneTky, BKPHTI MIBKOBOIO 0BONCHKOIO,
fea ado Maibxe 623 3anaxy. [ pasipysatHs 1a ojuoMy ol TabneTKy - cTiviizerana pitepa I,
na inwomy fort - nomep 281

npuGaisEo 7,0 MM

Y& cnexrpy NOra¥HaHHA BUNPOGYBAHOTO | CTAHAAPTHOrO POIUHHIB, FHATI OJIHOHACIO B
moskax zomiun xpank sin 200 gc 400 nwm, MOBHHIN MaTH OZHAKOBY (HOpMY KpHROT.
MaKCHMYM 110171HHAKES MA€ SHAXC/WTHER TIPH nogicuni xsuni 231 =2 M.

(CHOBIIA [IAMA HA XPOMATOrpaMi BUNPOCYBAIOrD poHHlLY 32 KONBOPOM I BENHYHHOIY

Ry moBitig BiIOBIAATY QCHOBHIH MM Ha XPOMATOTPaMi CTAHAAPTHONO PO3UHILY

Konsopona peakLiis Mae GyTy NO3UTUSHOO (ynacnigok BunpoSysanns

oTpuMaski poHAll HAbyBaC NOMapaiueBore KOILOPY)

IIpu gunvexy: Hanpuxinui mepainy APNOQINOCH

95,0 - 105,0% 90,0 -105,0%

5,00 Mr= 5% (4,75 - 3,25 Mr) 5,00 mr+5%, -10% (4,50-5.25 wr)
NIEBOLIETHPH3UHY aarinpexnopuny/radn. Rep. . 0.

(Kinskichs QOMINIOK BUPANCEHA 6 ACPEPAXYHEY HA REGOHEHIUPU3IHY dueidpoxuoptd)
ge Binsuie 0,20%

ne Gizbsie 0,10%

ne Gineine 1,0%

e Giasime 1,0%

He meiune 75% (Q) sin nominansuol KiTLKOCTI Q110401 PEHOBHHH MaC

nepeitTi B posunH 3a 30 X6

100,0 Mr=7,5% (92,5 - 107,5 mr)

Binxunennst BijL CePeaHROT MACK!

st 90% (18/20) Tabnerok - He Hinsie = 7,5%,

s 10% (2/20) Tabnerox - 6e Ginsme £ 15%

ye Binpuie 7,0%

srigse 3 Cap. Gapm.:

AV > 15 {n = 10), AK1C YMOBA HC BUKOUYETLTA, TO AV 2 15 (n=230), i anz 30/30
abun. Bip. 0601 KinbKiCHUH BMICT JiEou0T peoBHil Mag nepelysaTh B irrepsadi
0,75%M - 1,23xM*

He Ginsine 10° 8 1 r npenapaty

He Ginsme 102 B 1 rnpenapary

pimcyTiicTs B | v IpCIapaTy

Tlo 7 Taacrox y &nictepi; 1o 1 Gnictepy 3 KapTOHilif KOPOGIL 3 MAPKYBAHIIHM YKPATNCHKOI0
MOROIO.

pidure, it oo pas i piK

1o npeaykiite fyno BHTOTORACHO!BKMIOUAIOUH ynaKOBKyfn-xapxymu|H:|) i

NIPOBCIIEHO KOHTPOIE T SKOCTI HA BHIEsIAAHTEE TiARIN B OBHIH rinnorignocTi 3 pimorast GMP, BCTaNORNCHAME MICHEBUM PEMYIATOPHEM OPTaHOA, & TAK0H

BiANGBIANO A0 cretndixauii, o MICTHTLCE B pECCTpAIiAHOMY N10CHE. [Ipotoxouy RHPOOIHLTEA, YIIAKODKE

sinnogiauicrs GMP

Ta anaiize Oyao NEperaadyTo i BCTAHOBICHO

Inipnac/
Ip. Inopa Typiak

Ksanidixosana ocoba

7

Jara

GynanewT 07.07.2020
Whramn: 3AT «hapmauepTH4Hu 32801 El'lC»
bynanewr - Yropina

UA/0469 1.4
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JEPKIIIKCIIYXXBA
JEPKABHA CJIIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

npocnekt Banepis JlobaHoBebkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPI1IOY 37078774

BUCHOBOK

Mpo sIKiCTH BBE3E€HOT0 B Y KPAaiHy JIiIKapcbKOro 3acody

05.04.2021 Ne 15662/21/10

AJIEP3UH

(HaliMeHyBaHHA JIiKapcbKOro 3aco0y 3rilHo 3 peecTpauifHHM MOCBIAYEHHAM)
Ta0JIeTKH, BKPHTI MJ1iBKOBOIO 000J10HKO10, 110 5 Mr, 110 7 TaG.1eTok y OJaicrepi; mo 1 6aicrepy B
KapTOHHiH KOpoOui

(hopma BHITYCKY, 103YBaHHS, BH/ NAKYBAHHA JiKapcbKoro 3acody)

Homep peectpattiiinoro nocsinuenns UA/9862/01/01 ctpok aii peecrpauiiinoro nocsinyenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 2510E0520 KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 720
BupoGHHK 3AT ®apmaueptuunnii 3asog EI'IC, Yropmuna
(HaMeHyBalHg BUPOOHHKA NIKAPCLKOro 3aco0y, KpaiHa NOXOLKEHH:)
Beesero B Vkpainy CninbHe YKpaiHCbKO-eCTOHChKE NINPHEMCTBO Y (hopMi ToBapuCcTBA
3 o0MezkeHO0I0 BignoBinanbHicTio ""OnriMa-®apm, JIT", inent. koa:
21642228

(HaliMenyBanns ta koa 3a €/IPTIOY 1opuanunoi ocobH abo npizeuuLe, iM'a, Mo BatbKoBi dizuuHOT
0COBH - MiANpHEMLS, 1T MiCLe MPOKUBAHHA Ta PeECTpaLifHMi HoMep 06/1iKOBOT KAPTKH MIaTHHKA
nojarkis abo cepisl Ta HOMep nacriopra)

Mportokoa BisyaasHoro kourpomio Bin 30.03.2021 Ne 0939/2.

3a pe3ysbTaTaMu  JCPAKABHOrO KOHTPOJIO BCTAHOBIEHO, WI0 JikapcbkHii 3aci6 BeeseHo B VYkpaiHy 3

AOTPHMAHHSIM BHMOI 3aKOHOAABCTBA LIOAO 3abe3neueHH HKOCTI JIIKapchKHX 3acobiB.
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3A0 Gapmauesriueckuit 3ason ITHC 3AT ®GapmanesTruuuii 3asoa EFIC

opHAHYECKRIE apec: HOPHIMYHA ATPECa;

1106, r. byaanewr, ya, Kepecrypn, 30-38, Benrpns 1106, M. Bynarem, pya. Kepecrypi, 30-38, Yropunna

Tenedon: (36)-1-803-5554, Tenedakce: (36)-1-803-5556 Teaedon: (36)-1-803-5554, Tenedake: (36)-1-803-5556

akruyeckuit aapec: daxTHYHA aapeca: .

1165, r. Byaanewr, ya. Bekensthennn, 118-120, Benrpus 1165, M. Byaanews, Bya. bekensdenai, 118-120, Yropmuna {E{BKS
i

Ceprudmxar kavecrsa / Ceprudikar sxocTi Ne 1760/2021/L.M

HaumenoBanue npenapara: / Anepsin, TabjaeTKH, MTOKPbIThIE NJIEHOUHOH 06osoukoii no 5 mr N7
HaiiMenyBanHa npenapary: (7x1) B 6nncrepax / Anep3un, Tabnerky, BKpUTI IUIBKOBOIO 0DONIOHKOIO
no 5 Mr N7 (7x1) y Grnicrepax

Cepus Ne: / Cepist Ne: 3835K 1220 JlaTa npousBoacTsa: / 12.2020.
Jlata BUpOOGHHLTBA: ’
Homep anamusa: / Homep ananisy: QC2R/2020/149 Toaen no:/ 12.2025.
INpunaranii ro:
Aara ananusa: / Jlara aHanizy: 13.01.2021. KonunyecTBo npoaykuny B 35030 kopoboxk
cepun:/ KinbkicTs npoaykuii B
cepil:
Homep perucrpausoHHoro UA/9862/01/01  Homep Huen3nn: / ML Ne HU-M-EGIS
csuaeTesbersa: / Homep Homep niueHsii:

peecTpaLifHOro NOCBiAMEHHS:
Cpox geiicTBHs per. cBHAeTeNbCTBA: /  Oeccpounoe /

Homep ceprudpurara GMP: / OGYEI/3973-6/2019

Tepmin aii peect. nocBiaYeHHs: 6e3cTpoKOBE Homep ceprudixary GMP:

Cuna neficTBHA/AKTHBHOCTD: / 1 TalieTka COAEPIKHMT: JIEBOUETHPHIHHA JHrHApOXJiopHAa 5 Mmr

Cuna nii/akTHBHICTb: (uto coorBetcTBYeT 4,21 Mr jesoneTHpnsuHa) / 1 tabyerka MicTUTH:
JIEBOLETUPH3NHY auriapoxiopuny S5 wmr (wo sianosimae 4,21 wr
JIEBOLETHPH3UHY)

Hoxazarenu kauecTsa/ Peayabrarnt/ Hopmbl/

INokasHuku SKoCTi Pesynpratn Hopwmu

Onucanne npenapara: / Coorsercreyer / Beabie mam nourn OGesibie Kpyriibie YMepeHHO ABOHKOBBINYKIbLIC

Onuc npenapary: Bianosizae

Pazmepsi: / Poamipi:

~ puamerp: / piameTp: Coorsercrnyer /
Bianosizae

Mopauuuocre aciicrayiomero sewecrsa:  Coorsercrsyer /

(Y®-cnexrpodoromerpun) / Bianosigae

Inenmndixauis xirouoi peyosuun: (Y-

cnekTpooToMeTpis)

Hogaunnocts Reiicryomero semecrsa:  CoorBercrnyer /
(TCX) / Inenrudixauis airouol peyosunn:  Bianosigae
(TILX)

TMoanuuHOCTHL THTAHA AMOKCUIR B CootBercrayer /
cocTane 060109KH TAbNeTKIE Bianosinae
(uBeTnan peaxuns) / Lnenrndikauis

THTAHy AIOKCHIY B CK1aai 060J0HKH

TabneTku: (KOAbOPOBA PeaKLis)

KoanuecrBennoe conepmranne

AeHCTBYIOIIEr0 BELICCTBA
(YD-cnexrpodoromerpusn): / 99,6 %
Kinpxicuuit BMicT Ail0407 peHOBHHY 4,98 mriTa6.

(Y®-cniexrpooromerpis ):

UA/0469_1.5

TabuIeTKH, NOKPBLITbIC ILICHOYMHON oGosoukeii, Ge3 mnm nourn Ge3
3anaxa. I'paBupoBka Ha oamoil cTopome TaGaeTKH — CTHWIH3OBIHHAS
Gyxsa E, na apyroii cropone — nomep 281 / bini abo maibke Gt kpyrii
noMipHO ABOONYKI TalneTkH, BKPHTI IUIIBKOBOIO 00osoHKOIO, O¢3 abo
maitxe 63 sanaxy. ['pasipyranus Ha ozniit croponi TabeTku - crwtizoana
nitepa E, va inuiilf cropoi - nomep 281

oko0 7,0 mm / 6mu3bko 7,0 MM

Y@ cnekrpb! NOIIOIEHHA HCMBITYEMOIO ¥ CTAHAAPTHOTO PACTBOPOB,
CHATHIC OJHOBPEMEHHO B npeaenax Amn Boin or 200 xo 400 um,
A0JERHBI HMETH 0HHAKOBYIO GopMy Kpusoit, MakchMym noryomenns
JOJEKEH HAXOAMTBLCH NpH JUiMHe Bostbi 231 * 2 um / YO coeiipu
HOIIHHAHHS BUNPOOOBYBAHOIO | CTAHAAPTHOIO PO34HHIB, 3HATI OHOYACHO B
Mexax JoBAHH XBHb BiJ 200 2o 400 HM, noBHHHI MaTH oztHakosy ¢opMmy
KpHBOT. MakcHMyM NOIVIIHAHHA [TOBUHEH 3HAXOMMTHCH NPH AOBXWHI XBW
23142 um

OcHOBHO® NATHO HA XPOMATOIPaAMME HCNLITYEMOT0 PACTBOPS N0 UBETY
i Beamunne Ry [J0/OKHO COOTBETCTBOBATH OCHOBHOMY NSITHY H2
xpomaTorpaMMe crampapruoro pacreepa / OcroBHa rumiMa  Ha
XpomaTorpami BUTIpoGOBYBAHOTO PO34HHY 33 KOJILOPOM i Bemunnoro ReMac
BIINOBiAATH OCHOBHIM IUBIMI Ha XPOMATOTPaMi CTAHAAPTHOrO PO3UHHY
IiBernan peakumus Ao/kHa ObiTh monoxkuresabHoit (B pesyanrare
HCILITAHHS NOJIYYeHHbIH pacTBOp npuobpeTaeT opankenstii user) /
Konsoposa peaxuis nosuaHa OyTH  nosutusHolo (Y pesynbrati
sunpo6yBaHHs OTpuMannii po3uHH HabyBae nomapaxdeBnii Koip)

Hnpu evinycke: 8 KOHWe cpoKa 200HocnuL:/
npu BURYCKY: Hanpuxinyi mepminy npudamuocmi:
95,0~ 105,0 % 90,0 -105,0 %

5,00 Mr £ 5 % (4,75 - 5,25 mr) 5,00 mMr +5 %, -10% (4,50 - 5,25 mr)
JIeBONETHPH3IHHA AUTHApoXJopnaa / Taba, nokp. oGonoukoii /
ACBOLETUPHINHY AUTIAPOXIIOpHAY / Tabsn. BKp. 060JOHKOI0




3A0 Papmanesruueckuii 3asoa IHC
10pPHAHYECKII aapec:

1106, r. Byaanewr, ya. Kepecryps, 30-38, Benrpua
Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-3556

daxruueckuit anpec:

1165, r. Bysanewr, ya. bekensernzan, 118-120, Benrpns

3AT Gapmanesraunuii 3asoa ENIC

10pHIANYHE a1peca:

1106, m. Byaanewr, sya. Kepectypi, 30-38, Yropuutia
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
¢daxTiyHa agpeca:

1165, M. Bysanew, syn. Bexennenai, 118-120, Yropuuna

S,
EGIS
<

Ioctoponnue npumecn 1. (BIKX): /
Cynposiani gomiwky 1. (BEPX):

- moGas HIEHTHOHUHPOB, NpHMECD: /
Gymp-nxa inenTndikop. nomimka:

- nio6as Henge HTHOIUHPO B, NPHMech: /
Gy b-sKa HeineHTH(iKon. AoMilKa:

- cyMMa npHMeceii: / cyMa JOMIlIoK:
Iocropounne npumecn 2. (BIXKX) ~
cO/XepAKAHNIe IHANTHOMEpA: /

Cynposiani aominiku 1. (BEPX) —

BMicT enanTiomepa

D- yenwpusuna: / D- yemupusuny:
PactBopenne (nepexon aeiicrsyiomero
BEUIECTBA B PACTBOP):
(Y®-cnexrpodoromerpusi) / Po3uuHeHHs
(nepexin nir0uof pegornay y posuun): (Y-
cniexrpooToMeTpisn)

Cpenunsa macea: / Cepenns maca:
Onnopeanects sacewr: / OnHopiaHicTs
Macu:

Cogepxanne Boabt (THTp. 1o MetToay K.
®uumepa): / BMicT BoM (THTP. 33 METOIOM
K. ®iwepa):

OpHopoAHOCTH A03HPOBAHNN:
(Y®-cnexrpodoromeTpun)
(oaHopoAHOCTH COxepRaAHMA) /
OnnopinHicTs 103yBaHHS
(Y®-cniextpodoromeTpis)

(oauopinHicTs BMiCTY)

Mukpobuoaornyeckan uncrora's /
MikpoGionoriana uncrora':

- oGuree uHCI0 AIPOGHBIX
smukpoopraunsmos (TAMC): / saranena
KiIBKICTH aepoOHUX MIKpOOPraHi3MiB
(TAMC):

- 06mee uncao rpudos (TYMC): /
sarasnbHa kinbkicts rpubis (TYMC):

- Escherichia coli:

Pazmep H THD ynakoBxn: /
Po3wmip i THI yakoBKH:

Anepsun, TabileTKH, NOKPLITHIE NJICHOUHOI 000s104KOil 10 5 mr N7 (7x1)
8 Gancrepax / Anepsus, TaGneTKH, BKpHTI ni1iBKOBOIO 060510HKOI0 110 5 MT N7
(7x1) y 6nicrepax

Cepust Ne: / Cepis Ne: 3835K 1220

<0,05%
<,05%

<0,1 %

0,3%
99-102 %
Xes= 101 %

99,5 mr
Coorsercrayer /
Bianosizae

3.7%

AVie=6,7

< 10/r

< 10/r

Cootrsercryer /
Bianosizae
CoorsercrByeT/
Biaosinae

(koauuecmes  npumeceil  8bIpadceHo 8 nepecyeme  Ha
NEGOREMUPUIUHA OU2UOPOXIOPpUD) / (KINbKICHIL QOMIUOK BUPANCEHD 8
HEPEPaxyHKY HA Ae8OYEMUPUIUHY QU2IOPOXA0PUO)

He 6o.1ee 0,20 % / ne Ginviie 0,20 %

ne Gosee 0,10 % / ne Ginswe 0,10 %

He 6osiee 1,0 % / we Ginve 1,0 %

ne Goee 1,0 % / we Ginvie 1,0 %

He mence 75 % (Q) 0T HOMHHAJNLHOTO KOJIHYECTBA AelcTBYIOMEr0
BEMIECTBA J0JLKHO nepeiiTH B pacTsop 3a 30 mun / He mere 75 %
(Q) Bia nominaneHOT KinbkocTi {0407 PEYOBHHH Mae€ rnepedTH B
po3unH 3a 30 xB

100,0 mr 7,5 % (92,5 - 107,5 mr)
OrknoHenne 0T cpeaHeii Macchi

aas 90 % (18/20) TaGaerok — ne Gonee £ 7,5 %,
ans % (2/20) rabnerox — ne Gostee =15 % /
BiaxuncHHS BiJt cepesHbol MacH:

w1x 90 % (18/20) rabnertok — He Hinbure + 7,5 %;
wix % (2/20) tabnerok — He Ginbme = 15 %

ue Gostee 7,0 % / ne Ginbiue 7,0 %

cornacuo Egp. ®apm.:

AV £ 15 (n = 10), ecan ycnosne He Boiiomsercs, 1o AV < 15
(n = 30), u asm 30/30 Tabn. noxp. 06. KOMMMECTREHNOE COACPIKANNE
ACHCTBYIOLIEr0 BEIECTBA JIOJLKHO HAXOAMTHLCA B WHTepBaie
0,75xM — 1,25xM* /

srigHo €Bp. Dapm.:

AV £ 15 (n = 10), sxmo ymoBa He BHKOHY€ETbeS, To AV < 15 (n=30), i
ana 30/30 1abn. skp. 06. KimbkicHuil BMICT Ail040i PEYOBMHH Mac
nepeGysary B intepsani 0,75xM - 1,25xM*

e Gosiee 103 B 1 r npenapara / ue 6insme 10° 8 1 r npenapaty

e Gostee 102 B 1 r npenapara / ne 6invwe 10% 8 1 ¢ npenapaty
oTcyTcTHe B 1 r npenapara / BixcyTHicts B | r npenapaty
ITo 7 Ta6ierok B 6iucrepe; 1o 1 GiHcTepy B KapToHHOMH KopoOie; ¢

MapKHpoBKo§i ua ykpannckom sspike / ITo 7 Tabnerok y 6nicrepi; no
1 Gaicrepy y xapTOHHIH KopoOLli; 3 MapKyBaHHAM YKPAiHCHKOIO MOBOIO

*: AV — lonycTumoe oTKIoHenue, M — pexomenjyeman seniuuna / *: AV - nonycrume pigxunenns, M - pekoMeni0sana BenHyHHa
1+ Henvtmanus nposodfmt 01 REPEsIX Mpex Npou3soO0CMBeHHBIX CePUil, 3AmeM OAR Kajicool Oecamoil cepuut, HO He peice 00HO20
paza 6 200/ ': Bunpobysanns RposoOsnts ONIA NEPUIUX MPbOX EUPOBHUNUX Cepill, ROMIM 018 KOHCHOT decamol cepil, are He pidute 00HO20

pazy Ha pix

AR UA/0469_1.5
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3A0 dapmauesTYeckuit 3aB0a ITHC AT ®apsanestuynuii 3asoa ENNC -

HOPIANMECKHIT anpec: OPHAHYHA aTpeca:

1106, r. Byaanewr, va. Kepectypu, 30-38, Benrpus 1106, M. Byaanewr, sya. Kepecrypi, 30-38, Vropuiina

Tencon: (36)-1-803-5554, Tenedarc: (36)-1-803-5556 Tenedon: (36)-1-803-5554, Tencdarc: (36)-1-803-5556

dakTuecKuii aapec: (axTuuHa agpeca: e

1165, r. Byaanemr, ya. Bekensdeann, 118-120, Benrpus 1163, v, Byaarewr, By bexensgea, 118-120, Yropuuna ‘EG!S
G

AJiep3nH, Ta0JeTKH, NOKPBIThIE MIEHOYHOIT oGos10uKeii no 5 mr N7 (7x1) B
6auctepax / AnepsuH, TaGIeTKH, BKPHTI MIiBKOBOIO 060710HKOW0 10 5 Mr N7

(7x1) y bnicrepax
Cepust Ne: / Cepis Ne: 3835K1220

Hacronmum s YIOCTOBEPSHIO, 4TO NpHBeAeHHAs Bbiuie HHGOPMAUHS NBAACTCH Q0CTOBepHOI 1 Tounol. ITa npeayxunn Obina
npousseneHa (BRAIOYAS YNAKOBKY/MapKHPOBKY) H NpOBeleH KOHTPOIb €€ Ka4ecTBa Ha BBIMIEYNOMAHYTOM YHACTKe B NOJHOM
cootBeTcTBHN ¢ TpeGopanuamin GMP, yCTAHOBACHULIME MECTHLIM PErYJIATOPHBIM OPr4HOM, 3 TAKKE COTVIACHO cnewuduKalny,
copepskameiics B permcrpannonsom aoche. IIpoTOK0ALI NPOWIBOACTBA, YNAKOBKH M 3HA/NN30D ObLTH NEPECMOTPEHBI M
yeranosieno coorsercreue GMP / LluM a 3acBiguyio, Wo Hasejena BHUE m(bopmaum € ,zmcmmpnom i Tounoio. o nponyxuuo 6yn0
BHIOTOB/CHO (BKIIOYAIONH YIIAKOBKY/MApKyBalHs) i NPOBE/CHO KOHTPOMD ii SKOCTI Ha BHINESrajaHill AinmKui B nosHil sianosinocti 3
suMoraMi  GMP, BCTAHOBASHMMH MiCLEBHM pPEryJATOPHHM OpraHOM, a TakoX BUWOBIAHO A0 cnewndikawii, wo MicTHThCS B
peectpauiitnomy nocke. [TpoToxon BUpOGHHLTEA, YIAKOBKH Ta aHANi3iB 6Y/I0 NEPErsNHYTO i BCTaHOBACHO BianoBianicTs GMP

Java 7ol Dol - I'abop Camnax
7ok Ksamuguunposammsoe smmp
byaanemr
Ksanigikosana ocoba

)M}«dngzmueamqecmu San01 3 S
Byfancit - Beurpns @

PUN—————
oap—
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HEPXIIIKCITYXXKBA
AEP)KABHA CJIVKEBA 3 JIIKAPCI)KI:'IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKTil OBJIACTI

npocnekt Banepis JloGanosckkoro, 51, m. Kuis, 03110, Ten/haxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://ww.dis.gov.ua‘ Kon €IPTIOV 37078774

BHCHOBOK
Npo AKICTh BBE3€HOI0 B Yxkpainy aikapcesioro 3aco0y

10.06.2021 Ne 30760/21/10

AJIEP3UH

(nattvenyBauus jtixapcskoro 3acofy 3rizHO 3 peccrpauiinm HOCBITYEHHAM)
TalJIeTKH, BKpHUTI IL1iBKOBOIO obon0uK0I0, 10 5 MT, N0 7 TabaeToK y Gaicrepi; no 1 GaicTepy B
KapToHHIH Kopobni

(opma Bunycky, no3ysasus, BUA [I2KYBaHHS JIKAPCHKOTo 3ac06y)
Howmep peecrpanitiroro nocsixeenns UA/9862/01/01 CTpOK nif peectpaniiinoro nocsizzenns 01.01.2099

Cepin nikapceroro 3aco6y Ne 3835K1220 Kinbkicts Beseroro nikapeskoro saco6y 3295

Bupo6uux 3AT QapmanesTuunmii 3asox ETIC, Yropmuna

(nalivenypanus BupoGHuKa HIKAPCEKOTO 32006y, KpaiHa MOXOKeHHs)

Baesero B Vpainy Cuinbae ykpaincbKo-ecToRChKe niaupreMerBo y dopmi TOBapHucTBa

3 o0MeskeHo0 BignoBinaapHicTIO "Onrima-®apwm, JTI", inenr. xon:
21642228

(HatimenyBanus Ta xoz 3a €JJPTIOY topuziiHof ocobu abo npissume, iM's, o 6aThKOB Gbismanol
ocobu - mianpuemus, i micie HPOXUBAHHA Ta peecTpauiduii HoMep 06rikoBOT KapTKy [IATHAKA
noxarxie abo cepis ta HOMEp nacnopra)

Hpotoxon Bisyansuoro xourpomo six 02.06.2021 N 1851/2.

3a  pesynsTaTaMu  JepkaBHOTO KOHTPOMO  BCT2HOBNEHO, MO JikapchkuH 3aci6  BBeseHo Vkpainy 3

KOCTi JIiKapChKuX 3acobis.

TXP AT
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tasiaits é\m%% \ Onexciit COJIOJIPAI
- (noc&ﬁ{dﬁi%éq\t\iz gﬁ%‘ﬁﬁ)}?%m\%%?gmom) (mizrme) (ininianu Ta npisaume)
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3A0 Gapamauenrnyeckuii 3apog JIC
1o0pHANYECcKHit anpec

1106, r BynanewrT, yn Kepectypy, 30-38, Beurpus
Tenedion, (36)-1-803-5554, Tenedake (36)-1-803-5556

(haxTiyeckuil aapec.

1165, r Bynanewt, yn Bexenbtennn. 118-120, Benrpin

3AT ®apmanesruamii 3ason ECIC

10pIMHa anpeca

1106, M Byaauciur, syn, Kepeerypi, 30-38, Yropumna
Tenedon (36)-1-803-5554, Tenedaxe. (36)-1-803-5556

thakTiy

1165, s Bysnanewr, syn. Bekenvienai, 118-120, Yropuuma

Ha aapceca,

Ceprudmrat kadecrsa / Ceprudirat axocti Ne 3071/2021./Smaza

Haumenosaune npenapata: /
HaiimMeHyBaHHs npenapary.

Cepnst Ne: / Cepia Ne:

Homep ananusa: / HoMep ananizy:
HaTa anamisa: / JlaTa ananisy:
Homep perscrpauiionsHoro

cengeresabcTsa: / Homep
peecTpauilfHoro NocBinueHH:

Cpok geiicTBHSI per. cBHAETENLCTBA: /

TepMin A1 peecT. NOCBiAMEHHA:
Ciuta peiicTBHA/AKTHBHOCTE: /
Cuna mii/akTUBHICTb:

IMokasaTenn kayecTBal/
TMokasuukH akocti

Onncauite npenapara: /
Onuc npenaparty:

Paszwepsr: / Po3mipi:
- quamerp: / aiameTp:

HDAJHIIHIDCTL }lciiCTBlell.lCl'O BCHICCTBAS
(Y-cnexrpodoTomerpun) /
Inenidikauis aitowol peuopuu. (Y-
cnekTpodioToMeTpin)

MoamnnocTs XeiiCTBYIOWEre BELECTBA:
(TCX) / Inentaduxanis Ail0u0r peHOBHHH.
(TLUX)

IoanuunoecTb THTAHA AHOKCIAA B
cocraBe 06omouKs TaGaeTR:
(upernas peakuns) / Inenrudikauis
THTaHY AIOKCHIY B CKIaAi 060NOHKIL
TabneTkH: (KoNs0poBa peaxuis)
Koauuecroennoe cogepranue
AeliCTBYIOMIET0 BEUICCTBAR
(Y®-cuexrpodoronerpus): /
Kinbkichuii BMiCT A{I0MO1 PEUOBHHI
(Y®-cniextpodroToMeTpin):

UA/0469_1 5

A—

Anep3ud, TaGJeTKH, NOKPLITHIE NJIEHOYHOIT 06oouKoli o 5 mr N7
(7x1) B GancTepax / Anepsns, TabneTky, BKpUTI M1iBKOBOXO 000J0HKOI0
no 5 mMr N7 (7x1) y Gnicrepax

5420B0321 JaTa npon3sBoncTaa: / 03.2021.
Hara BupoGHuuTBa:

QC2R/2021/1216 Topmen no: / 03.2026.
Mpuaarhnii Ko:

05.06.2021. Konu4yecTBO NPOAYKIHH B 11 660 xopoGoxk
cepun:/ KinbkicTs npoaykuii B
cepii:

UA/9862/01/01  Homep smuensmsi: / ML Ne HU-M-EGIS
Howmep nineHsii:

Geccpoynoe / Homep cepradnxara GMP: / OGYEI/3973-

GescTpokoBe Howmep ceptudikaty GMP: 6/2019

1 TaGnerka

COHAEPXKHT: JICBOLUECTHPH3HHA IHTHZAPOXJIOPHAA 5 mr

(ato cooTrercTBYeT 4,21 Mr nepoueTnHpnsnHa) / 1 Tabnetka MicTHTE:

JEBOLETHPU3MHY Aurigpoxnopupy 5 wmr (o Binnosimae 4,21

Mr

JIEBOLETHPU3HHAY)

Pesyasrati/
Pesynsraru

Coorpercrayer /
Biznosinae

Coorsercrayer /
Binnoginac
CooTserereyer/
Bianosinac

CooTrercreyet /

Bianoniaac

CooTsercrByet /
Binnosinac

99,6 %
4,98 Mr/Tab.

Hopmsi/
Hopmn

Beable wiH moutn Gefble KpYWible YMCPEHHO ABOSKOBBIIYKALIC
Talnerky, NoKpbITble TueHouHoil oGosouxoil, Ge3 wur nowrn Ges
3anmaxa. I'paBHpoBKa Ha oauoii cropoHe TaGMeTKH — CTIUIH30OBAHMAH
6yrea E, ua apyroii cropoue — nontep 281 / Bini a6o maiime 6ini xpyrni
noMipHo IBoomywii Tabnerks, BKpHTI MniBKOBOIO oGonoHKow, Ge3 abo
maibxe 6e3 3anaxy. [pasipysaHHs Ha oauiit croponi Tabnerxky - cTiviizosana
nirepa E, ua iHwiii cropoxi - nomep 281

okoJ0 7,0 nat / 6n13bK0 7.0 MM

YO cnexTpht ROCSTOLICHNIS HCABLITYEMOF0 H CTAHAAPTHONO PACTBOPOB,
CHATBIE O/lHOBpeMeHlio B npedenax annu soan or 200 no 400 un,
JOITKIBY HMeTH oAuNaKoByto dopay kpiBoii. Marcumyss norsomenns
JIOJTRCH HAXOAWTHCA NP A/mine BoJHbI 231 & 2 um / YO cnektpn
NOrANHAHNA BHNPOGOBYBAHOTO 1 CTAHAAPTHONO PO3MHHIB, 3HATI OMHOUACHO B
Mesax AOBXMH XBwib Bix 200 no 400 HM, nOBHHHI MaTH ORHAKOBY (opary
KpHBO1. MakciMyM NOTIIHHARKS TOBIHEH 3HAXOMMTHCA NPH JOBXKIHI XBHUIT
231&2uM

OclioBHOe NATHO HA XPOMATOIPaMAMe HCABITYEMOr0 PAacTBOpa Mo LUBETY
M pennuime Rp  0JDKHO COOTBETCTBOBATH OCHOBHOMY NHTHY HA
XpoMaTorpamme cTaHgapTHoroe pacrBopa / OcHoBHa mWiaMa Ha
Xpomarorpami BUnpoBOBYBaHONO PO3YHHY 32 KOILOPOM i BemmuHo0 RrMae
BlENOBiAaTH OCHOBHII TUIAMI Ha XpoMaTorpaMi CTAHAAPTHORO PO3YHHY
LiseTnan pearums Aomkua Opive mosomurennioii (B pesynbrare
HCABITANIA NOJYHeHHLYi pacTBop NPHoGpPETACT opanAkeBLlii nner) /
Konropoma peaxuis noBuHHa Oyt mnosuThBHOO (Y  pesynsrari
sunpobysanna oTpuMannii posustH HabyBac nomapanuesili Koaip)

8 Kosine cpora 200nocmuty/
HANDUKIHNUT MEPMIHY ngm)amm)cmi 2
95,0—-105,0 % 90,0—105,0 %
5,00 mr5 % (4,75 -5.25 mr) 5,00 mr+5 %, -10% (4,50 - 5,25 mr)
JIeBOLETHPHINHA AsrHApoxsopuAs / TaGu. nokp. oGoouxeii /
NeBOLETHPH3NHY auriapoxnopuay / Tabn BKp. 0GONOHKOI0

Apu sbINyCcKe:?
RPN BUNVCKY:

1/3
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3A0 WapsancsTiuceryit 3ason T
10PILLINCCRITT aapec

1106, r Bynanewrt, ys Kepecryps, 30-38, Benrphsa
Teacdon (36)-1-803-5554, Tenedare (36)-1-803-5556

(hakriuccknit anpec.

1165,1 Byaamewr, yn Bexeunthenmy, 118-120, Benrpi

3A T Mapmauestianmii 3asoa EI'IC

IopILAYEA anpeca

1106, M Bynanewr, syn Kepectyps, 30-38, Yropuuina
Teneon (36)-1-803-5554, Tenedane (36)-1-803-5556
thakTiuia appeca

1165, M Bynaneurr, syn Bexenngienm, 118-120, Yropmima

A0
EGIS
L o

Toeroponnne npnsecn I (BIAKX): /
Cynposiu gosimku 1. (BEPX).

- niofan MAeHTHOHIIPOB, HpHAech: /
Gyab-axa ipenTHdiKoB. noMimKa:

- mobas HesReHTHGRUNDPOB, ApHMeck: /
6y nb-1Ka HeineHTH]IKOB. AoMilKa:

- cymma npismeceiis / cyma gomimox
Hoctoponmie npumecn 2, (BIXKX) -
coaepsramiie IHANTHOMepA: /

Cynposiant gomiwkn 1. (BEPX) —

BiCT ellaHTioMepa

D- yemupusuna: / D- yemupusuiny
PacTtropenue (nepexon Aciicraylomero
BCHIECTBZ B PACTBOP):
(YO-cnextpogoTomerpus) / Posunuenns
(nepexin zitouol peuosuuy y posung) (Y-
cnextpofloToMeTpis)

Cpenuna macca: / Cepenns Macar
Oanopoanocts Maccwr: / OnHopiaxicTs
Macs:

Cogep:xanie Boabt (Turp. no seroay K.
Dunepa): / Bmict Bonu (THTP. 33 METONOM
K oiwepa).

OmnopoanecTs J03HpPOBANIAL
(Y®-cncxtpodhoToMeTprin)
(onopopnocTs coaepxania) /
OnHopizHicTs Ko3yBaitis
(Y®-cnektpodroiomertpisn)

(onmopinnicrs BMicTY)

MukpoGionoeruyeckas uncrora's /
MikpoGionoriyna umcrora’s

- o6ugee HesI0 23POGHBIX
suxpoopranmssmoes (TAMC): / zaransua
KINLKICTh acpoBHIEX MiKpOOpraHisMmis
(TAMC):

- o6wee umncao rpubos (TYMC): /
3araibHa Kinbkicrs rpubis (TYMC):

- Escherichia coli:

Pa3sep u TN ynaroswu: /
Po3mip 1 THR ynakoBk:

Anep3un, TabneTicH, NOKPLITbIE MIeH04HOIT oGosioykoii no 5 mr N7 (7x1)
B Ganctepax / Anepsus, TabneTkH, BKPHTI IwiiBkoBoio 060/10HK010 110 5 Mr N7
(7x1) y GnicTepax

Cepust Ne: / Cepis Ne: 542080321

<0,05 %
<0,05%

<0,1 %

0,3 %
90-97%
Xe=94%

98,9 mr
CooTsercrayet/
Binnosinac

4,2 %

AVig=3.2

<10/r

< 10/r

Cootsercreyer /
Binrnosinae
Cootserctayer/
Bianosinae

(Koauyecmso  npumeceii  swipadcena 8 nepecyeme  na
NEOReMUPUIURG QUZIOPoXTopUd) / (hibKICING OOMINOK BUPANCEND 6
HEPepaxynKY Ha NeeoNenupusury dueiopoxnopud)

ue 6onee 0,20 % / ne Ginswe 0,20 %

ne Gosee 0,10 % / ne 6inoiue 0,10 %

ne Gonee 1,0 % / ue 6ineme 1,0 %

ue Gosee 1,0 % / ne Ginbuwre 1,0 %

He menee 75 % (Q) oT uomsiHanbiore Kojuiuecrsa JeiicTayioutero
BCILCCTBR Q0/AHO nepeiiTi B pacreep 3a 30 amn / He amenwe 75 %
(Q) sin nominanshol KinbxocTi Ailouol peuoBnHH Mac mepelith B
poaunH 3a 30 xB

100,80 mr+ 7,5 % (92,5 - 107,5 mr)
OTriionenie o1 cpeaHeii Macenl:

nnn 90 % (18/20) Tabneror — ue Gosee £ 7,5 %;
ann % (2/20) TaGaeTok —~ ne Gosee =15 % /
Biaxunenus sin cepenunoi Macis:

Juts 90 % (18/20) Tabaetok ~ He Ginvite £ 7,5 %;
A % (2/20) Tabnerox — He Binsuie x 15 %

ue Goqee 7,0 % / ne Ginvme 7,0 %

cornacuo Epp. (Dapar.:

AV £ 15 (n = 10), ecan ycnoBue He Bbinosusetcs, To AV < 15
(n = 30), 8 pas 30/30 Ta6a. nokp. 00, KoTHHECTBERHOE CO/IEP:KaIle
AelicToylonero BeumiecTBA A0/AKHO  HAXOAWTHCS B HNTEpBaNe
0,75xM - 1,25xM* /

3rigHo €sp. Papm.:

AV £15 (n = 10), axio yMoBa He BHKOHYCThCa, To AV £ 15 (n=30),1
s 30/30 Tabn. Bkp. 06. KinekicHuii BMicT AilouOl peqMOBHHI Mae
nepeGysarn B intepsani 0,75xM - 1,25xM*

ue Gonee 10° B 1 r npenapara / ne Ginsiwe 10° 8 1 r npenapaty

ne Gostee 10° B 1 r npenapata / ve Ginbwe 10? 8 1 r npenapaty
otcyrersie B 1 r npenapara / BiacyThicts B 1 r npenapaty
Tlo 7 vaGneror B Gnancrepe; no 1 6ancTepy B KapTonHoil Kopolke; ¢

MapKipoBKoii Ha ykpanuckos asnike / Io 7 TaGnerox y Gaicrepi; no
1 GnicTepy y kapToRHiH KopoOLi; 3 MapKyBaHHAM YKPaiHCHKOIO MOBOIO

*: AV — ponycruMoe oTraonemite, M — pekosengyeman nesrunna / *; AV - gonycrime siaximenus, M - pexoMesgopana semuna
!: Henumanua nposodsm Ons nepssix mpex npouzsodcmeennsix cepuii, 3amest 18 Kaxcdoit decamoit cepun, Ho He pesice 00HO20
pasa 6 200/ BunpoGyeamia npogodame Ona nepuax mpeox eupodruyux cepril, nomiy 018 KoicHol decamor cepil, ane ne pidie 0dnozo

pazy na pix

UA/0469_1 5
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3A0 WapsanesTiuccrnit 3ason IrTIC 3AT ®apmanesTiunuii 3ason ET'IC

lopusechilii anpec IOpIAYHE anpeca

1106, v Byaanewr, ya Kepectypn, 30-38, Beurpna 1106, M Byaanewr, syn Kepectyps, 30-38, Yropuuia

Tencipon. (36)-1-803-5554, Tenedane (36)-1-803-5556 Tenedion (36)-1-803-5554, Tenedaxe (36)-1-803-5556

thakTirtecknii agpec dakTiuHa anpeca’ P

11635, r Byganewr, yn Bekeundenay, 118-120, Benrpna 1165, M Bynanewr, syn Bexenndenat, 118-120, Yropmima @EGIS
=T

Anep3nH, TabseTkH, NOKPLITHIE MJIeH0YHOIT 00os10uKoii no S Mr N7 (7x1) B
Gsnerepax / Anep3uH, TabneTkH, BKpuTi naiBkoBoto 060n0HK0I0 Mo 5 Mr N7
(7x1) y 6nictepax

Cepus Ne: / Cepis Ne: 542080321

Hactosups s ynocroBepsito, MTe nNpuBefeHnast Boiwe sudopMatiis ABjsercs AocToBepnoil 1 Tounoli. 3Ta npoayruus Gua
npon3BeAcHa (BRJIIONAA YNAKOBKY/MapPKHUPOBKY) It npoBeacH KOHTPO/Ib ee KA4eCTBA HA BbLILEYMOMAHYTOM YHaCTKC B MOJINOM
cooTBeTcTBIN ¢ TpeGoBanuamy GMP, ycTaHOBACHHBIMI MeCTHBIM PCTY/IATOPHLIM OPraHoM, 3 TAKKE COTARCHO enelHGpHKaL,
cogepaamelics B perscrpaumonnoM jocke. TPOToKOAB NPON3BOACTBR, YNAKOBKH W AHANN30B OhUIN NEPECMOTPEHBI 1
yeranoraene coorsercraue GMP / L{nnm a 3acsiguylo, wo Hasenena siue indiopmauis € xocrosipnoro i Tounoto. Lo npogykuio Gyno
BHPOTOB/CHO (BK/IOHAIOHI! YNAKOBKY/MAPKYBAHHs) | NPOBEATHO KOHTPOML 1T axocTi Ha BHiue3rananiii ainanHui 8 nossiil sianosiauocti 3
pinoranit GMP, BcranoBnemimMy MIiCUCBHM DerysiaTopHIM OPIaHOM, @ TAKOX BiAnoBimHo Ao cmeumdikauil, mwo Micrutues B
peectpatniinonmy xocke. [TpoTokoH BHPOSHIITEA, YNAKOBKH Ta ananisis Gyno neperiisHyTo i BcTanoBNeHa Bianosiauicts GMP

,Mr‘ &= Z"ﬁ
Jara - . W Y Tatop Camnmx
s X Kranupuugporansoe muo
Bynanewr 3AO«DapaanesTuveckui 3ason 3TAC-
byaatieist - Benrpus ﬁEﬁls Keanigikosana ocoGa
3/3
UA/0469_1 5
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HEPXJIIKCITYXBA
JAEPXKABHA CJIY)KFA 3 JIIKAPCI)I{I./!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekt Banepis JlobaHoscrbkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIS.kO@dlS.gOV.U&,h[tDS:ﬁ\\’W’\V.d]S.ﬁOVMA Kon €IPIIOY 37078774

BUCHOBOK
Npo SIKiCTL BBe3eHOro B YKpaiHy JIIKapCLKOro 3acody

23.07.2021 Ne 39920/21/10

AJIEP3UH

(HAHMEHYBAHHA JKAPCLKOrO 3ac00Y 3riAHO 3 peecTpaLtiiHuM TOCBLI4EHHAM)
Ta0JIeTKH, BKPHTI ILTIBKOBOIO 06010HKOI0, 10 5 MT, 110 7 TabJeToK y GJicrepis; mo 1 Oaicrepy B
KapToHHiii Kopooui

(dopma BunycKy, 103yBaHHA, BUA NAKYBAHHA NIKAPCHKOTO 3aco0y)

Homep peectpauiiinoro nocsinuenns UA/9862/01/01 crpox xii peectpaiiinoro noceizuenns 01.01 .2099

Cepis nikapcbkoro 3aco6y Ne 542080321 Kinekicts BBE3€HOTr0 Jikapcbkoro 3acody 4320
BupoGuuk 3AT Qapmauestuunnii 3asox ETIC, Yropuuna
(HalMeHnyBaHHs BUPOGHKKA TiKAPCEKOrO 3acoly, KpaiHa noXoIxkeHHs)
BaeseHo B YkpaiHy ChinbHe ykpaiHcbKo-ecTOHChKe MANPHEMCTBO y dopmi ToBapucTBa
3 00MezKeHO0I0 BiANOBIiAaAbLHICTIO "Onrima-®apm, JITI", ineur. kox:
21642228

(HalimeHyBaHnA Ta ko 3a €JIPIIOY wpuan4Hoi ocobu abo NPI3BHLLIE, iM'F, N0 GaTEKOBI i3n4HOT
OCOOH - niAnpHeML, i MiCUe NPOXKMBAHHS Ta PeeEcTpauiiinHii HOMEp 00/1IKOBOI KaPTKH NJaTHHKA
N0/1aTKiB abo cepist Ta HOMep nacropra)

[TpoTokon BisyansHoro koutposmio Bia 14.07.2021 Ne 2424/3.

3a pesynbTaTaMH JiepKaBHOrO KOHTPOJIIO  BCTAHOBIEHO, IO JIKapchKWil 3aci6 BBezeHo B Ykpainy 3
AOTPHMAHHSIM BHMOT 33

&\

FB2 11010 3aﬁe3neqeu$ AKOCTi JTIKapCBKUX 3aco0iB.

3acTynHHK Haya Onexciit COJIOZIPAM

LAMHC) (iniviany Ta npizsuiie)

st Coryngy

f*= =

o

(nocanosa ocoba opram




3A0  ®apmauesiuvecwknit  3asoa
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JOPILNYECKHTT aapec: P
1106, 1. by nanewn, ya. Kepectypis. 30- 38 Benipus
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Cepradnrar kauecrsa Ne 869/2020./Smaza

Hausenosaune npenapara:
Cepun Nu:
Homep 2uainia / nars anajuna:

Homep pereTpanonHOI0 CRURETENLCTRA:
Cpok aeBCTBHE Pei. CBRACTEALCTRE /10:
Hovep auuensun:

CHa aeHeTBHS /2 KTHBHOCTR!

Hoxaiamenu xavecmeg

OnHcanve npenapars:

Pasmeprs;

- ANaMeTp:

MoprunnocTe neNerayiinrr nemectTns:
(Y @-cnexmpoipomosempi)

MenaxuHoCTs JelcTBYIOIWIEID BElecTRA:
{7CA)

MoATMHHECTE THTAHA THOKCHOA B COCTS ke
o6orevxu TabaeTin:

(yaemuan peaxtjiis)

KoNHYECTBCHHAE COICPAAHHE
AeHCTBYIOILETD RELIECTRA
(Y @-cnexmpoghomorempn):

Nocvopasunne npamecn 1. (BIRX):
- AKIOAR HACHTH (11 LIMPOBAN. NPHMECL:
= MoGan HEHBEHTHRMUHPOR APHMECH;
- CyMua npHMecedt:

Hecropeunne nprmecs 2. (B KX) -
CO/MEPRBREE THAHTHOMEDS

D- yemupusuna:
PacTeopenue{epexon JeACTHYIOWICTO BEUCCTEA B
pacTeop):
(Y®-cnexmpogpamosempus)
Cpennns mMacca:

Onnepeanocts Maces:

Canepaanme Boaul (mump.no semody K.
Puuepa):

OnHepoaHeCTL A0 IHPOBEHHA?
(Y®-cnexmpogamiosempus)
(0OHOpoDNOCmE COOLPICAHWN)

MuKpobHOI0I HHECKAR HRETOTA":

- aflIee YHCA0 MIPOGHEIX MILKPOOPraHH3IMOB
(TAMC):

- o0iuee yucao rpubos (TYMCY:

- Escherichia coli:

Paisep # THn ynako BKH:

Anepind, TAGACTKH, NOKPHITBIC Nienounoil oGesouwol me 5 Mo N7 (Ix1) B flincrepax

6769F1 119 Ja1s npoMiBOACTEA: 11.2019.

TAB2019/3315/ Yoaen a0: 11.2024.

09.01.2020.

UAGK62-01 0] KontmaeeTRO HPOAYKIUHK B

Bevcepuboe CepHM: 70 080 kopidox
MI. Nt HU-M-EGIS GMP Mt OGYEI/3973-6/2019

1 1361 TKA COACPAHT: JACROUCTHPHINHE AMIWIPOXIOPHAL § M1 (4T0 CODIBEIETBYCT
4,21 Mt AtaouenpHiHNa)

Hoayuennye Hopmsr:
BenAbmanY:
Coor yped Benbie G NOMTH GRABK KPYIIbIE YMEPCHHD ABOSKOBBITYKIbIC TallICTKE, NOKPLIThIE

wehouHoli oBonaikall. Gel san nioTn 61 anaxa TPaRHpOBKA  Ha OaHOM CropoMe
TalIeTR - CTHAHXBAHHAR Gykea E. va apyrof cropone — Homep 281

Coo1s 1ped. oxono 7.0 MM

Coois Tped, YO CnexTpst MOTMOLWIEHHA  HCNWTYEMOTO W CTAHAAPTHOMO DACTBOPOB, CHATHE
OAHOBPEMEHHA 0 IPAETAX MAHH 8044 0T 200 a0 400 HM, J0JDKHBE HMETH OXHHAKOBYHD
dopsy kpHBOR  MAKCHMYM TOTOICHHA [IOMKCH HAXOQTBCA MM ANHHE  BOJNBI
Bl +2um

CooTh 1peb OCHOBHOE NSTHO HA XPOMATOFPAMME HCNLITY EMOTD PuCTBOBE N0 uBeTy Mosenihae K
DOMKHO COOTBETCTRORITH OCHOBHOMY TIFTHY HA XPOMATO!IPAMME CTAHIAITHOIO PaCTEOpE

Coors 1ped Uscisas peaxuis 10mKHA OWTE DODMKH YeM e (B peiy aniate uoisiTanna
NORYHENHbIR PAc) ko NPHODPETRET Opakwekhil Bt}
Hpu spnycxe: B konye cpoxu Joonocmu:
99.0% 95,0~ 105,02 90,0 - 105,08
4,95 mriTab.n.o. 5,00 mr £ 5% (4,75 - 5,25 wr) 5,00 Mr + 5%. - 107 (4,50~ 525 mr)
ACBOUETHPHIWHE DHTHAPONIOpH AR TA6A noKp. 06oa0ka it w

(KOXUHECMBO NPUMECET BHIPANEND B FEPECHEINE HA ACBOYEMUPUIIUHA duzudpoxropud)
mence 0,05% e Sonee 0,20%

meiiee 0,05% e Goxee 0,10%

menee 0,1% ne Gonee 1.0%

0,1% ne Genee 1 0%

92 - 94% He menee 75% (1) OT HOMBEAALHOTY KOAHUYCTBA [eICT BY IOILEID BRLICCTBA A0IHHO -
Xe - 93% nepeifTh 8 pacTeop 33 30 MuH

98,8 M 100,0 mr + 7,5% (92,5 - 107.5 mr)

Coote Tpeb. OTKAOREHIE OT Cpennelt Maccs!

ang 90% (18/20) rabnerox — ne Gosee 3 7,5%;
ans % {2/20) rabaeTok — He Gonce ¢ 15%

3,1% ne Bonee 7.0%

AYi=43 cornacHe Esp. ©apm.:
AV £ 15(n = [0), ecni ychoBHe He Buitonuretcs, 1o AV £ 15 {n = 30), u anz KXW
T86a nokp 00 KONHYECTBEHHOE CONEPAHNE ACACTRYIOIUCTO BERUSCTEA NOMHKHO
HAXOAMTHCA B sntepsane 0,75%M - 1, 25xM*

meHee HO/r e Gonee 10 8 1 1 apenapata

menee 1070 we Gonce 102 8 1 1 npenapara

He DOHaDY Weno OTCYTCTBME B | I ipenupata

Coota b, flo 7 Tabnerox B funciepe, no | Bascrepy & kapTonnoH kopobke; © MapKHPORKOH Ha

YKPAHHCKOM H3LIKC

* AV - RONYCTHMOE OTKIOUENHE, M — pEKOMEINIYCMAS BETHSHMA
!+ Hensungrun nposeosnt oas ReP8LIX MIPeX HPOHHOICMEEHIBIX CoPuULl. IAMEN 018 K2 Wil DECRMOL CCPUL. HO HE DEXCE 00H020 pa3a & Jod

Hacrosuuy 8 yAOUTOBEPSIO, 1O MPUBEACHNAS BLILIC HIPOPMALUNR ABIRCICR AOCTOBCPHOKH K TOMHOW T2 NpoAYKUMS GLIN NPOHIBERCIG {BKIHOUAN

YAKOHKY /MBPKHPOBKY | W NPRBEICH KOHIPO.IL €¢ KAY¢CTB HA BLHIEYIOMAHYTOM Y'UACTKE & N0AHOM CO01BeTCTBIN ¢ TpeboBanamMu GMP, yerauouiennbimy "
MECTHRIM PETYAATOPRLIM OPTAHOM, 8 TAKKC COFIACHO ChELPRKALKE, COTEPKatcHCR B PErHCTPAUHONIGM 10che T1POTOKOAK MPOHIBOACTBA, YHAKDRKI H

8HLAHIOB DRIBIL ALPLECMO TRENHB! 11 YCTAH0BNCHD coa1BeIcTeHe GMI

Iara
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HEPXJIIKCIIYXBA
AEPXKABHA CJIYKBA 3 JIIKAPCI:KI{!X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMJ Y KHIBCBKIN OBJIACTI

npocniekt Banepis Jlo6aHoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox EIPIIOY 37078774

BUCHOBOK
NPo AKICTH BBE3EHOIo B YKpaiHy JIikapchbKoro 3aco6y

03.09.2020 Ne 43761/20/10

AJIEP3VH

(Ha¥iMeHyBaHHs NiKapCHKOro 3acoy 3rifHO 3 peecTpalifHIM MOCBiAYEHHSM)
Ta0J1eTKH, BKPHUTI ILTIBKOBOIO 060JI0HK0I0, 110 5 Mr, 10 7 Tab1eToK y Ouricrepi; o 1 6.icrepy B
KapTOHHIHi KopoOi

(bopma BuITyCKy, 103yBaHHS, BUI aKyBaHH JTiKapPCEKOTO 3ac00y)

Howmep peectpauititoro nocsimuenns UA/9862/01/01 ctpox nii peectpauiitroro nocsimaernns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 6769F1119 KinexkicTs BBe3€HOTO Jikapcbkoro 3acoby 2120
BupoGHuK 3AT ®apmanesruunuii 3aBox EI'IC, Yropmunaa
(Ha¥iMeHyBaHHs BUPOGHMKa TiKapchKOro 3acoby, kpaiHa OXOKCHH)
BgeeseHo B Vkpaily CninbHe yKpaiHChKO-€CTOHChKE MiNPHEMCTBO Y ¢hopmi ToBapucTBa
3 00MEKEHO0I0 BiIOBIiAAILHICTIO "Onrima-®apm, JITI", izent. xoa:
21642228

(na¥iMenyBanHs Ta kox 32 EJIPTIOY ropuanuHOi 0co6u a6o Ipi3BHUILE, iM's, 10 6ATHKOBI hizuuHOT
0co6u - miANpHeML, ii Miclle IPOXMBAHHS Ta peecTpauifinuil HoMep 06IKOBOI KapTKH IATHHKA
TIO/IaTKiB ab0 cepisi Ta HOMEp MacnopTa)

IIporokou BisyansHoro kontpomo Bix 28.08.2020 Ne 2771/3.

3a pesynbTaTaMH [EpKABHOTO KOHTPOIIO BCTAaHOBJIEHO, IIO JKAPCHKHM 3aci6 BBE3eHO B Vkpainy 3
AOTPUMAHHSAM BHMOT 3aKOHOIABCTBA OO 3a6e3eYeHHs AKOCT] IKapCHKHX 3aCOGiB.

) % Omexciit COJIOAPAN
(nimme)

Unimmc) (ininianu Ta npizBuiie)
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