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Ten. (044) 496-87-87, Ten./basc (044) 238.19-38, Ten./paxc {044)406589-42, Ten. (044) 485-26-57 {ulnomoSosoa)

Ceptudikar akocri N2 040000091578

Biconpon®, Ta6netkn no 10 mr, no 10 Tabnetok y 6nicrepi, no 5 6nictepis B nauyi
1TABJIETKA MICTUTD BICOMPONONY OYMAPATY B MEPEPAXYBAHHI HA 100 % PEYOBVHY 10 Mr

Homep cepil: 10321 Kpaita oTpumysay: Ykpaina
KinbkicTe npogykuii: 51.505 Tuc.ynak. Ne Peectp. noceigueHHa: UA/3214/01/02
Lata BupoBHulTea: 03.2021 Tepwmin i peecTp. noceiguyeHna:  HeobmexeHun

AHania BUKOHaHui no: MKA 13 no PN NeUA/3214/01/02, aminm eig 20.07.2020 p.

HalimeHnyBaHHA nokasHukis Bumorn AHA(cneundikauii) PesynbTaTu BunpoGyBaHb

Onuc Tabnetku Kpyrnol Gopmi 3 NNOCKSI0 NOBEPXHEND 3
hackow Ta puckoio, bnigo-poxesoro Konbopy. Ha
nosepxHi TabneTok [ONYCKalOTbCA BKPaNieHHa, Bignosipae

lpenTudikauyis
biconponony dymapar Ha xpomatorpami BUNpoGoBYBaHOTrO PO3UNHY,

oTpyuMaHin B posfini "KinbkicHe Bui3HadyeHHs",
yac yTpumyBaHHa nika 6iconponony mae
cnisnagartt 3 Yacom yTpUMYyBaHHA MiKa

Biconponony Ha XxpOMaTorpami PO3YNHY NORIBHAHHA

(b) 3 TouHicTIO + 2 % Bignoginae
HapBHUK KOBTWI 3axig FCF CrnekTp nornvHaxHA po3uvHy & obnacti sig 400
(E110) HM 4o 600 HM NOBMHEH MaTKM MEKCUMYM 33 [OBXUHY
xsuni (484 £ 3) um 484 Hm
CepefiHa maca Big 143 mr go 157 mr 161 mr
CynpogigHi gomilwkny '
6ynb-aKol foMilIKK He 6inbwe 0,5 % 0,0 % (<MB)
CyMa JOMILLIOK He 6inbuwe 2,0 % 0,0 % (menwe 2.0%)
OpHopiaHICTL AO30BAHUX Mae signoeigat sumoram
ofuMHNLL
PO3YMHEHHS He menuwe 75 % (Q) 3a 30 xs

Mikpo6ionoriuna uncrora

3aranbHe YKUCno aepobHmX Kpurepin npuianatHocti 1000 KYO/r

mixpoopranizmis (TAMC)

3aransHe YnCno APPKOXKOBNX Ta KpuTepin npuitnatHocTi 100 KYO/r
nhicHaAsux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BigcytHicTbB 11 BipcyTHi

KinbkicHe BU3HaYeHHA
Biconpopony dymapar Big 9,50 mr o 10,50 mr B nepepaxyBaHHi Ha

cepenHio Macy ofHiei Tabnetkm (Ha MoMeHT

O #/ x5 Bip 4805004
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GAPMAK il

Ten. (044) 486-87-87, Ten./daxc (044) 239-18-38, Ten/dakc (044)49689-42, Ten. (044) 485-26-57 {utnogoGoro)

BUAYCKY). Bin 9,25 mr go 10,76 mr 8

nepepaxyeaHHl Ha cepefHio macy oaHlei TabneTku 10,32 mrfrab
Ynakoska Mae signosipati sumoram Bignosigae
MapkyeaHHs Mae Bignosigatu sumoram Blonoeigae
TepmiK npupatHocT): 3 pokun No 03.2024

Ymoew sGepirauua:  36epiratn B opuriHansHil ynakoswl npn Temnepatypi He suwe 25 °C,

KomenTapi:

3aaga npo ceprudikayiio!

Uum n 3aceinuylo, wo BuweskasaHa iHdopmalia € foctoBipHoio i ToyHow. Lk cepito npogykuii 6yro supobneHo (sxniovaloum

ynaKkoBKy/MapKyBaHHA) Ta npoeefeHuin KOHTPOAb 1 AKOCTI Ha HWXYEBKa3aHiN AinbHuLi B esrliBignoBinHOCT A0 BUMOr GMP,

BCTHOBNEHWX MICL@BIM PerynATOPHUM OpraHom, a TakoxK Y BignosigHocTi i3 cneundix 1 ggf@;m .Rﬁﬁh\x;i)‘h:h) bCA Y peecTpalitHomy

fAocbelToprosot nilensit, [TpoTokony BUpoBHULTBA, NakyBaHHA Ta aHaniais 6ynu nep;?- peliTa sctaHoBhEH ;\@jAHOBiAH'{CTb GMP.
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fo3zsonexo go peanizayli / po sigBaHTaxeHHA 4
KpasueHko C.M. / 06.04.2021

YnosHosaxeHa ocoba — [poeigHnii ivxeHep BCTaBl
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YKPAIHA, 04080 m. Kuiis-80, Byn. Kupunisceka, 74; Niuensis Ha enpobHuuTeo AE Ne 6374 %},ﬁf 0472015,

Bupo6Huua ainbHuus:

Cepudikat GMP Ne075/2019/GMP eig 10.10.2019; UP/1-530-10/18-03/06 Big 16.01.2020

KouTpons AKOCTi Ta BUAaYa A03BONY Ha peanisayito:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscska, 74; CeigolTso npo atectauito N 390 sig 22.01.2019

Crop.2 32




1. HaumeHosaHue, cuna
AENCTBUA/aKTUBHOCTD, neKapcTBeHHan
chopma u PasMep ynakoBKY
(vaeHTUYHO TeKCTY Ha ynakoRke
rOTOBOW NpoAYKLUM):

2. Homep cepuu rotoroi NPoOYKUMK:
3. Crpana-npoussoauTtens:

4. HauMeHoBaHue CTpaHbl / cTpaH
HasHauveHus aAns cepuu:

5. Homep peructpaumontoro
YAOCTOBEpPEHUR:

6. lara npouseopcTea:

7. [aTa okoHuanus CpoKa rogHoCcTH
(Mecsau u ron, nocne KoToporo NIC we
npuMeHseTcs):

8. HasgaHug, agpeca u Homepa
NMUeH3nn Bcex yyacTkos
fIpon3BOACTRAa U KOHTpONs KavyecTna:

9. Cepruchbukar! cooTBeTcTBMA GMP
BCeX y4acTKOR, yKasaHHbIX B M.8:

10. Pesyneratsl ananusos:

11, KoMmeHTapuum:

12. 3aaBnenue o cepTudhukaymu;

13. UM5s u bamunus
YnonHoMoueHHoro nuvua, koTopoe
OCyuiecTensAeT cepTudbmukaumio cepuu:

14. Moanuce YRonHoMoueHHoro nuua,
KOTopoe ocywecTeNAET
cepTudmkaumio cepuu:

18. flaTa nognucanus:

okl

Agpec 02093, o, Kues, yn. Bopucnonnc .
Ten./$axe: (+38044) 568-32-10 [pmeMuas | O 2 6 5 8 7
(+38044)207-73-41 Ornen xourpona xavedrs

(+38044)207-73-04 YnonnoMouwennoe mmic oo KavecTrsy
(+38044)207-73-27 YNonHOMOYERHOE Mo no dapMakoHanzopy

Ceprudhmkar cepun TleKapCcTBEHHOro cpencTBa

KﬂAPMTPOMMU,MH—,U,APHML{A

1 Tabnetxa COAGDXUT KnapuTpomuLvHa 500 wmr, Tabnerku,
NokpeITble 060noYkoi, no 500 mr

no 7 tabnetok KOHTYPHOW AY4eNKOBOM YNaxkoeke; no 2
KCHTYPHbIE AYelKoBblE ynakoBku B Nayke ¢ M3pPKMPOBKOW Ha
YKDAWUHCKGM 1 PYCCKOM R3bikax

LR10321
Ykpauua

Pasmep cepuu: 12776 ynak.

YxpauHa

UA/279/01/02

mapT 2021
03.2024

npouaseneHo, BkNoYas YNAKOBKY/MapKUPOBKY 1 KOHTPOMb
kavecTsa Ha HAO «PapmavesTuyeckan tvipma «Japauuzy no
agpecy: r. Kves, yn. Bopucnonsckan, 13:

finlensua AB Ne 598086, cengetenncTeo 06 arrecTaumu
nabopatopuin OKK Ne 128

ceprudhukar 035/2019/GMP

NPuBeAeHs! B cepTudnkate aHanuaa {(aononHeHne 1)

XPAKNTL B OPUTMHANbHON ynakoske npv TeMneparype He Boile
25°C. B HEAOCTYNHOM ANS aeteit MecTe

JTUM nogTeepxaar, YyTo sce NMPOM3BOACTREHHbIE CTaaun ons
3TOW CepuK roTosoN NPOAYKUMK Bbinu NpovisBeeHs & NOMNHOM
CooTBETCTBMM ¢ TpeBosarnamu, YCTaHOBIIEHHBIMY B
AelcTeyrowem pykosoacTtee no GMP, yreepxaeHHom
MuHucTepcTeOmM 30paB00XpaHeHnsa YkpauHbl, 1 ¢
TpeboBaHnzMK PETUCTRALMOHHOIO nocse CTparkl HazHavyeHus.

-y
by #2777




0026587

Ceprudmkar ananmsa Ne 1

KﬂAPMTPOMML{MHwﬂ,f\PHMLlA, TabrieTku. NOKPLIThe 0BONOYKOH. 1o 500 mr no 7
TABIETOK B KOHTYPHON RUSHKOBOM YITAKOBKE! N0 2 KOHTYRHbIE Sueikoabie YyNaKosku g
MEYKE C MAPKUPOBKOA HE YRDAWHGKOM 1 PYCCKOM A3bixax

LR10321
UA/0279/01/02

Haumenosanue NPOAYKLMU:

Homep cepuu: Pasmep cepuu: 12776 ynax.

Homep perucrpaumonnoro
YAOCTOREPEHUA!
AHarNu3z BLINOMHEH No: MKK 1C o1 20.01 2019 & PETMCTRAUMOKKHOMY YALLTOBEPEHNID NeUA/0279/01/02

PesynuLtar ananwaa:

Ne nn. Haumerosanue Nokazavensn  TpeGosaHue HopmaTWeROI NOKyMeHTaL KK Pesynurar ananusa
1 Onucanue Tabnetkn. nokpbiTeie oBonoukoi, Benoro uaera, YASTMHEHHOR Cootsertcrayer
POpMBI. C ABORKCABINYKAOH fIOBERXHOCTLIO
2 Vpentudmkauns A. Ha xpomatorpammax UCMBITYRMOrC pacTaopa v pacTeopa Cooreercrayer

CPaBHeHna (8}, NoNyYoKrbIX B pasnene «Konuyecreewnnoe
ONPERene«ve . BREMEHS yACDKVBAHIS NUka KNapuTpomMuLrLa
AOKHBI COBNagaTh
3 OaHopoanocTs AO3VPOBAHHbLIX Mpuemuoe uncno AV £ 150 CooTaercrayer
SAnHnY
4 PacnagaemocTs He Gonee 30 mnu 25 mun
5 Conyrcrayiowume NpumMecs Nwboi npumecy - ke Gonee 1.0 % Cooteetcrayer
He Bonee yermpex npumecen - Gonee 0.4 % Cooteercrayer
Cytima npumecerd - e Gonee 3,5 % 2.5 %
6  Pacrsopenue Cooteercrayer Tpebosanuam MOy, 2.9.3 npun Q=75 % Cooteercrayer
3a 45 tun
7 MukpoBuonoruucckan HUCTOTa Cooteercraenno MKK fiC CooteercTByer
8  Konwuecrsenuoe onpeaenenve 4750 - 525 0 mr/rad 488.9 mriTaty
m‘lapmpommmHa
9  Ynakoeka Cooraarcrsenyo MKK 10 Cooreercrayer
10 Mapkupcrig Coursercrsenyo MKK i CooTaercrayer
— T

AaTta oxonuaHus cpoka ropHocTu:  03.2024

Xpanenue:

3akntovexue:

Oata noanucanus:

12. 03,2024

XPEHWTL B OPUTHANLHOM ynakoske npu TeMneparype He soiwe 25°C. B HEAOCTYNHOM AN feTen me

B.o. HavansHuka

A TYEAR
VIOl AG {4

VAT

i . 7
| BIOG

L OHTPOMID

Gl

cTe

Cootsetcrayer rpoSonanusn MKK NC o7 30.01 2019« PRINCTPALMOHHOMY YAOCTOBEREHMIG
NeUA/D279/01/02

HHOeaopuyk C B
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AT wilybundapmy

Norrascsra o6, M, NyGun, sy, Bapsinkosa, 16

Ten, (05361) 777-61, 709-26, haxe 777-31

é’ P iiuensia wo ompoSiunurreo J13 AB M S98075 sin 21.01.2014

Cainourso npo atecrauio BKA Mo 312 sin 28.09.2016

Cepradixay sinosinnoct GMP 079220 19/GMP
Ceprudiar cepii sikapesrore aacoly

Hassa nikapeskoro sscoby:  KAJ EHAYJIN MA3L

Cuna ailfarrupyicns: Hacrofika kanenaya (Calendulae tincrura) (1:10)
{excrparent — cranon 70,0 % (06/06))

Jlixapesa dopsa: MEIh

Poasmip | man ynaxosxu: no 30 vy rybax

Homep cepit: 16321

Kpafua-supobun; ¥ rpaiua

Kpalua npuasavesnin: Ywpaing

Pesyavrati sunpobysans nikapcskoro sucoly Haseaeno B ceprdinati sroct

Cepradiar swocri X 208

KAJEHAYJIH MA3b,
Mash 110 30 r y vybax

Peecrpanidine nocaiyuenns No UA/BTENOLGY, vepuin 1if neabuesenil

Howmep cepil; 10321
Kinskicrs npoayrail s eepil: 24,01, wy,
Hata supobungrsa: 1103 L2020 p,
BunpoByuasus nposeseni :’st‘i&g@: MEA so peecrpauifinoro fvcsinreins N UABTEONN0, 31 aminamy .
Ny Halbmewysanun noxammsis Busorn setosis kowrpoaio axocti Pesyavraru sunpeSyaas
0/l
Lo 1Omae Fycrs oanopixum saca cafrnoskostore Pyorm onpopinss macs caitso-
KOMBADY 3 CipyBarion 900 3eA0HY BATIM WOFTONY KOMLODY § ClipyRaTim
siiriinom siarinkom
2. | nenrndivanin 1. Komwoposa peasuis peakuin § marides |
KHCAOTOIO X AOPHCTOBOINEBOI, 3 ABARCTLCR
pomene sabapuicuns (fuasanoion) Biandeinse
2. Konbopous peakuis: peakiin 3 kucioTon
CIPUANOK ApIE HATDIBANIE, 3 ABNACTECR
uepsono-hitierone salapaisuis Ctprtepnienn)l Bianosiaae
3. Omnopianicrs ¥ sianosignoeri susor MKS Bignosinac
4. ipH Binsin 15 6.5
3. | Maca smicry ynaxousn Maca avicTy b xoknift TY0] Mot Gyru He
aenie 30 p W Ar
6. | MixpoGiosoriusa wacror ¥ sianosinnocti o Y 36 10,
2613, N Binronigae
Mavorenua sikpodwops He sonyexariues Binnosimae
7. | Kinericse suananounn: £
BMICT CyMu Quiananoinis, y nepepa-
XYHKY Ha py1in, 8 | v npenapary He wemme 0,08 ar {0, 1homr
8. | ¥Yoakossa ¥ slanosinnocrd susor MK Bianiosinae
9. | Mapxyeanis ¥ pianesignocti sasor MEA Bianosinse
10, | Tepmin npugaraocTi 2 pown Ho G323
FL Ysonn 36epiranma 3bgpirarie s opuriHansail yaaKosg ) me
npR Tesmneparypi ve sume 25 °C it

9 B il wactanosi 3 GMP, sarse

Kpaiin.

Tocaa, N SILAL DOIKLL HA NHEYCK CepTY
Zha

L0
S

ig 10321 sinnosinae sissoran MKA 20 peectpauifingro caiauenmns No U

}\. .
O
&,

Ienemays €8,
ALEBY

Hivre MLT,

16,08 At

ABTROOVOL, 3 aisavi

fo, wo wei mpobiimi cranil w wied cepil roTonol npoayxuil Gyan sailcueni » nosuii sianosigoer 3
pameniit Minicrepersom oxoponn 3a0pos’s Ypalis | 3 susorass

AELE

fawrw
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Aermapauis sBupoGuuka

(CLORYMIEHT (PO sKicT1,)

3amosimk: TOB «Papyanentuuna Rovuauins «OAPMELPI Py
M. Naprin, Kuiscsrnit pafon. vy I vaanora, 18 ren.: <38 (057) 750-78-84

Bupoduik: TOB BTd whaparaomn

01001, Vpaina, ar, Xapin, wya. 10piscoiea, 17
Cepridikar ISOS001:2015 MUA 228965 Bi;

127.08.2018 p..

Ceprndiiar 1SO 22000:2005 Nol 02090 Hopi 13.09.2019 p.

Halivenysanm: «Kpeaopy rada. No2()

Hoxrep maprii (cepis aara BUFOTORICH): (1032

HARMENYBANUSA HOKA3IIMKA
Jousiumniii Burasn, thopata
Koaip '
SANHN, CALE

Macosa qacira sono.Y, He Oliabiue
Maca adaersn., g

Potnatanng TadaeTrn NBIAL, He Olanine
Minmicrs vadaeTri M CTupanus e e Gignie
BaiceT vorchunny CACMENTIR, MO KE, 11e
OLIbe:

CRHNEHL

KAl

MK

TS T3

Hlectimnn, sr kr, ne Olibine

PRI (v-imomepm)

AT 1 fioro meradosnivy

Cenrraxciop

Anapun

Paaionyesii By ke e Sine:

3araikha Rinkicr, MEODLILINY gepodiin i

dany i ratinno ANACPOOHIX MiKpOOPIaninTis,

KYO T nie Siane

Haicwasi rpudn. KYO- 1. ne 6iasuie
Jpiesi. KYOIr, e Giimme

Bariepiii « pyise suukosnx nasmor
CRosgiopyng 0.1 4

Saureus. w |

Flarorenssi stikpoopranisan, g 1.y Gk lepii
poay Cainaone i g 10y

Adva anacing: 01.03.202] p.

XAPAKTEPHCTHEA
I HOPMA

Tadue riir kpyi ol Qropain

PE3VILTATYT
BHIPOLYBALI
Bianoei. e
biioro xonsopy Bianosi.iac
SR 10 CMER BIac ] BUKOPHCTAHIIM
KOMIIOHCH AN Bianonizae

13.0 Bianosi tar
(1.6:3% Bitoni e
43 Bianosi e

Y2.0 Bianosi
1.0 Bimoetyae
0.01 Bianosi e
0.3 Bi:zuonizae
0.01 Biluonie
(.2 Biimosizae
0.1 Biaoriae

Biacy rui
Biey i
Binoni iae
Biamoni e

Hle nomverac ines
e nonveracrnesn
: nesiitt-2o0 .
CTPOHLETT-5()

Ix ey Biuoni e
30 Biinonsi
i1y ) Bintoniac

e sugimicno
He susuacno

He qomy craiornes
Fle lonyvesaornes

He oy eratores Le pusinaeno

Tepatin upraannocris 24 aricsus 2 aann BUFOTQRICTT 131,

YMoeu toepirarns: 30CPIraTH B OpIminain i N HEROBL P TeMuepaTypi iz °C 0 25 ¥ CVNOMY. BAXIHICHOMY

Bl CBITIA Ta HERQCTY ITHOMY U1 A0red aicud.

Hupexiop TOB BI «Dapararons

/8 M://f’éf/ 7 2/,697,/3.1?,;2//’

Naaitduenso 1313,




Q04351602
AT KHIBCEKHA BITAMIHHHE 34BOT” o Bupobuuna dinpruys,
Yipaiwa, 04073, m. Kuls, syx. Konuniscuxa, 38 o Adpeca: Yrpaiwa, 04073, a. Kuls, syn. Komunigcsna, 38,
Tpuiwanswn: men/asc {044) 461-03:08 Jinensin cepin 48 2 398093 sudana Jevacasnow
Komepytiviuii 8i0din: (044) 461-03-31 Yxpalnu 3 nivapeoxux sacobie sig 04.07,.2014 p.
Biddin- xonmponw axocmi; (044) 461-03-34 Ceidaymeo npo amecmayiio nabopamopit Ne 216 sudane
Hepacasnon cayxedoro Yapatu 3 nixaposkux 36c06is
8id 07.07.2014 p.
Cepriuivam sidnowionocmi ysos supobuuymea AiKapCwRUY
3ac00is BuUMG2IM HANENCHDT SUpOBIco! npaxmuxy
R 002201 9%GMP 6id 14.01.2019 p., mepsin 811 do

14122021 p,
Ceprigirar cepii No i
Haasa npozywuuil, Aikaposks popua Kopsauxane Excrpa, kancyan Teepai Homep cepit EP10321
Houep peccrpattifinoro nocsizsenin o UA/13729/01/01 i Bescrpoxoso Poamip cepit 15511 yn.
Cuna ai axrsmicn Ertnosutt eip amda-Opostizosanepianosol kuomor - 184 Mr Heva supobuuuyea 03.21
Denoliapbivws ~ 184 My
Pauip T8 THIL naxoBSHAA s o 10 sancyir 'y Saicrepi; 1o 3 Smicrepu s naug Haosa xpaiind npussagenns. Yipaina
BstnpoSosysannu nposeacsie 38 MKA J13 no PIT Ne UA/13729/01/01
Crenmdikaiin go MK 13
N ﬁox&l_gt_!_i_m AKOCTH Hlonyerumi mexi Meroan xonmpomo Peyvnsram
1| Omac Kancysmu TBep i KSHETHHOBI 3 KOPIYEOM TR RPUIICHROK) BLIOFD KONRopY. Janl Bianosiaae
’ Buicr xanicyns - rpanyasossumit nopoinox abo npecorana Maca Sinoro {Bisyaysuo)
a0 maltke 6iroro koasopy.
2 Igemu@'ixaﬁjx A. Ha xpomarorpami sunpososysasoro poasnsy, ofepaniil y posini Jam 2, Burrpumye
erwiosuit edip amda- «Kinsxicne pusmavcnns. Evunosutt edip aneiha- Opomizonanepianosoi DY, 2:2.28
Gponisosanepinnonot KHCIOTHR, SaCH YTPHMYBaHHE nikie eTuaotoro edipy amsda-
Kuenote GpoMisosiepianonol KrenoTH, MIDUEHY T4 MERTONY MAIOTH BlanoBidm
onis ATy HHCAM YIPHMYBAHHR Nikis evuaosoro edipy wisda- Spomizonusepinnonol
onig XMemD KHCAOTH, MiDUCHY T8 MEHTONY BA XPOMATOIpAM poaummy noplsrsuny {b),
slznosiano,
GenoGapbitan B, Y®-cuewmp noranuanss sunpoGosysanore poisusy (), oiepaanoco oY, 2225 Burrpunye
posaini «iCimicue srsHaugimg. GenobapGitam, obiacy sin 220wy 1o
- . 300 piat OBHHEH MaTH MAKCHMYM 38 SDBXHEN XBI0H (24442) A,
3 | Onnopiznicrs gososanux 3an, 3, %0V, 2040
OARANIL
enunonult edip winda- Mat sianosizatd pimora * 1Y Y, 2228 Bianosiane
Spomizonanepianosol
XHENOTH
etobapiran Mae sianosiaam samoram * Y *NOY, 2225 Bianorinae
4 | Posnasmsg He inswe 30 xp Jan. 4 *ADY 29,1 16
5 | Posunnenns Jan. 5 A0V, 293,
Penoapbitan He sesme 75% () 1845 xa 2225 Binnosiznat
6 | Bpomin-on He Binswe 0.7 mr/xunc dan 6 Bimmosizse
7 | MixkpoSionoriuna utcrora Kmirrepit npdtusruoeri: Jan 7, tJidY, 504,
Jaransie unenn aepobuux Mixpoopranissis {TAMC) 26,12,26.13
~ 10 KYO s I, <10
StrwsHe wHCno APHRAROBIX | niceneanx rputis (TYMC)
~ WP KYOm tr. <10
Bincvruicn Escherichio colis | r. Biagymi
8 | Kisskicae pananucans Ha momeur BHITYCKY. Iporaros LTEpMINY TIPHIRTHOCT 3am. 8,
ernnonuit eipip areda- Bin 1748 wr a0 2024 ur, ¥ Bix16,56 ur 10 20,24 wr, ¥ *HOY, 2.2.28 18,01
Gpomizosanepianosol HEPCPAXYBANRE HA COPEARID MBCY DEPEPRXYRANNT H Cepepio Macy
KHCHOTH BpicTy otiel kancym Buiery oamiel kanoynu
penobupbiran Big 17,48 wr 10 19,32 wr, y nepepaxysansi fa Sepeimio Macy aMicrv oaniel | YIdY, 2235 : 18,38
xancyiy, .
9 | Ynaxoska Bianosinuo fo susor MK3 )13 3aMKA I3 Bianonizae
10| Mapxysaiia 3riao SaTBEpIKEHOMY TEKOTY MapRySaNA T
11| Vmosu sbepiramis 3 opurinaisni YHAROBUI HPH TEMNEPATYP] He Biine 25° C
12| Tepuin npuasmocri } poxi ] Tioc 03 24

Ananiz waconane: Kozapesoss T.0,, Cryminadh o). Jo0mene
Bucniosox: Biznoninae sumoray MKH I AP LA

nade wibpyails £ aocroBiproio Ta om0, Lo CepiKy upoayRui Gyno nupobneno
033k AROCTI 1A 3asHRMEHII HinbHIY Y NOBHIR BianosirtoeT: Biar GMP, BCranosaenun MiGucans
ofti, ki nimms ¥ percTpattifnomy socke. Hporokoms BUPOGHMUTEA, yaKosky § ananisin Gy
% R HIkami dxocti MKH 13 no PIT.Ne UAA3T20/01/01 1a aisonsersen

A
{BIBOSEIOUN [TAKYBAHHA T8 MApkyBaHk
POTYARTOPHIM OPIRHOM, 8 TaKON ¥ Bi '
DEPERKIYYL | BETAHORNEHO BLANORBICTs XRAD.
20 peatizauii,

Ynossosakens ocoba Iimaprys LB,
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8 ‘ NPAT "®ITO®APM"

?5 lOpuanyna appeca: 02152, m. Kuis, npocnexT MNasna Tuuntm, 6ya.1 B, o.A504
‘ TenedoHy: BIaAIN KOHTPONIO AkocTi (0627) 44-01-77; cknag roToBOI NpoayKuii (06274) 3-10-01

CEPTU®IKAT AKOCTI Ne 444 Big 29.03.2021

1. Hassa npoaykuji Kancuon
2. Nikapcbka hopma PO34MH HAWKIPHUN, CrIUPTOBWIA
3. PosMip Ta Tn naKysaHs no 100 mn y nakoHi 3 npoﬁxouo«paner?bumqe»o, r\,o. 1_ pnaxony BVUPOGKOrO'KPaHeﬂbHML{eK) y
NayLy 3 KAPTOHY 3 MAPKYBAHHSAM YKPAIHCEKOK 13 POCIMCLKOI MOBAMI
1 MN npenaparty MICTUTb: KMCIIOTK CaNiLMNOBOI 10 M(~ Ol PULWMHOBO! 100 Mr, HacTORKN N0AI8
4. Cwna aii / akTUBHICTL nepuio cTpy4koBoro (Capsici fructus) ApiBHO nopisanux (1:10) (ekcTpareHT ~ eTanon 90%) 01
Mn
5. PeecTpaujitHe noceig4eHHs UA/1046/01/01 Tepmin gii HeobmexeHni
6. Kpaina-8upoGHuK Ykpaina
7. Homep cepii 10321
8. Poamip cepii 11758 cpacosok
9. [lara Bupo6HuyTea 29.03.2021
10. [ara 3akiH4eHHn TepMiHy npuaatHocti  01.03.2023
11. Aapeca dinbHuyi 3 BupoGHuyTea 84500, AoHeuska 061., M. BaxmyT, 8yn. Cubipuesa, 6ya.2

TNiyexais 8ia 15.11.16. NepeodopmneHHs NiyeHaii sin 05.07.11p. AB Ne578982; CeifouTeo npo

12 Haasa Ta Homep niensii aTecrauio JIKs! Ne343; Ceptudikar ISO 9001 NeHU12/6480 Big 16.02.17

13. PeaynbtaTth aHanisie

Pesynbrat
Hait
Ne F yBaHHA Bumoru HT} BUNPOBYBaHL
i i -XOBTOr! .
1lonme Mpoaopa PiavHa Bin YepBOHYBATO-XOBTOrO, XOBTORO AC XOBTYBATOrO alanosinac
KONLOPY 3i CNeyUdiNHAM 3anaxoMm.
2 [laerTudikayis
i i | (i . .
2.1]Kucnora caniywnosa Peakyis 3 poadnHom 3aniaa (Ill) xNOpuAy, yTBOPKETECA CHHEO. (hioneTose sianoainae
3abapsneHHst
TUWIX, Ha xpomatorpami 8unpoByBaHoro pO3iMHy Mae CNoCTepiraTnes
2.2 |KancaiyvHoign OCHOBHA NNsiMa BNAKUTHOrO KONLOPY Ha PIBHI NASMK TEKOrO X KONLOPY Ha sianosinac

XpOMaTorpami podduHy C3 kancaiynHy

TUWX, Ha xpomaTorpami npenapary MaiTs BUSBNATACA TPV NIISIMU
2.3|Onist puyuHosa CWHLO-(PIONETOBOIO KONLOPY HA KOBTOMY (POHI Ha PIBHI ANSM TaKOTO X signosigac
KONbOPY Ha xpoMaTorpami po3ynry C3 onii puumHosoi

Peakuis 3 poaqnHom HaTpilo rigpokenay P i 0,1 M poaqnHom noay.

ETanon

4 YTBOPIOETLES NOA0DOPM, SIKVIA BUABIISETLCS 38 XAPaKTEPHYM 3araxoM slanoainac
3{BigHocHa ryctuHa He Ginswe 0,836 0,828
4 |Bmict eTaHony He meHwe 77 % 81,8 %
5106'eM BMICTY ynakosku O6'eM BMICTY KOXHOTO (DnaKkoHy Mae GyTu He Menwe 100 mn. y HOpMi
6 |MikpoBionoriyHa yncToTa: Ne Gak.aHan. Ne300
3aranbHe YmMcno aepobHmx T & AOA
6. mikpoopraiamis (TAMC) KpUTepii NpuiAHATHOCTI: 1042 KYO/Mn MeHwe 10
6.2|38rankHe YMCnO APIKAXOBUX Ta KPUTepIi NPUAHATHOCTI: 10 KY.O/Mn menuel0

nnicenesux rpubis (TYMC)
6.3]S.aureus, P.aeruginosa s 1 Mn HE 10NyCKAETLCA He BUABNEHO
KineKicHe BMaHaveHHs

~

igMiCT KMCNOTU caniunnosoi 8 1 Mn npenapary Mae GyTu: npu BURYCKy Big

7.1|Kucnora caniyunosa 9.5 Mr 40 10,5 Mr; npoTsrom Tepmiqy 36epiranHs sig 9,0 Mr 4o 11.0 mr. 10,3 mr
Cyma kancaiuvHoiaie, y nepepaxyHky . o
8 Ha kancailym Bia 0,0036 a0 0,0044 % (mim) 0,0039 %
9|PuyuHosa onis Bia 90 mMr o 110 mr 100 mr
10[¥YnakoBka, MapkysaHHs 3rinHo MKSH Bianosigac

BucHoBok. Mepesiperuii 3pa3ok Npoaykyii BiaNosiaae Bumoram MK Ta aMmixi 8ia 04.08.2020

3assa npo ceprudikayi

Uwm 5 3acsiguyto, wo HaseaeHa suie iHopMaL|ist € A0CTOBIPHO Ta TOHHOK. Lo cebi
NakyBaHHS/MapKyBaHHA) Ta NPOBBAEHO KOKTPONb ii AKOCTI Ha BuULLeHA3BaHIN ninbnw!
MICUEBIM CerynATOIHIM OPraHoM, 8 TaKoX BiANOBIAHO A0 cneyndikauyii, Wo MICTATI
NakysanHs Ta aHanisis 6yno NepernaHyTo Ta BCTAHOBNEHO BIANOBIAHICTL NiueHainHng

31 6epesna 2021 p.  YnosHOBaxeHa

I cxars (199 ’6’/ LoOY £




@1.01 - COIT04.32-09

[ipuBarne aknionepue ropapucTeo «/likrpasn»
Vipaina, 10001, w. XKurosmup, moce Kuiscsxe, Gyn 21, rea (0412) 42-72-9]
Jhiuendin ua supoGErUTEO MKapchKRX 3acobis cepin AB, Ne 598083
Ceprndiixar sianosianocs GMP 1% BOIX AUTbHHI 3 BHPOOHHIITRA T2 KOHTPOMO sxocT) 024/ 201%/GMP
Bumiposanssa naboparopis BKA TIpAT «/hixrpasu»
Caiaourso npo arecrauo Ne 452 gia 30.07 2020 p. suaane Jepmassowo cnyxbow0 Yrpaily 3 1kapcskux 3aco01s T8 KONTPOK 328 HAPKOTHKAMH
Ceprrikar NLITBEPARCHAR KOMIECTEHTROCT! Ne 028/2018 gia 10.09.2018 p sraanwit [T « KuTOMAPCTARABPTMETPOITOTIA N

CEPTH®IKAT AKOCTI Ne 106-21 gio 26.03.2021 p.
Kpymunu kopa no 75 r y naukax 3 BHYTPILIHIM NaKeTOM

@ AIKTPABM

Peccrpauiiine nocsinuenns Ne: UA/6049/01/01, BescTpokoso

Homep cepil (naprii): 10321

Jarta supobunurea: 18.03.2021 p.
Po3amip cepil (napTii): 14 868 wr.
Tepmin npuaarnocTi: 5 pokis

Ananis nposeaeno 3riano: MKA no PIT Ne UA/6049/01/01, 3min Ne 1-3, Hakas MO3 Vkpaiun Ne 240 sin 08.05.2008
3oeHiwni o3naku: 11IMaTo4kH KOpH pi3HOT GOPMH, WO NPOXOAATL KPi3b CHTO 3 OTBOpaMH posmipom 5600 mkm. Konip
KOPH 3 30BHILIHLOT CTOPOHM CiPyBAaTO-KOPMUHEBHII al0 TEMHO-KOPMYHEBHII, 3 BHYTPILIHLOT - OpaHKeBO-KOPHYHEBMI,
YEPBOHYBATO-KOPHYHEBHH ab0 TEMHO-4epBOHMIA.

Ne HajiMenyBanHs XapaKTepHCTHKH Hopmaruehe 3HaveHHS Pesyawrar ananizy
1| Lienrndikauis A riaso MK sianosinae
2 | LaeHtudikauis B srizso MK BiaANOBi1aE
3 | Inenrudikauin C srizno MKA BLANOBiAaE
4 | laentudikauis D arizso MKSH BLINORIZA€
5 | Bmict r.m1;oe§)panr} NiHIB V NEpepaxyvHKY Ha raoxo(panrylig A | cyxy ve ssexme 6.0 6.91

CHPOBHHY. %o y
6 | Brpara B Maci npu BucymyBaHHi, % e Giasiue 15 8,3
7 | 3oau 3aramsuol. % e Giabine 6 54
8 | Yactok, 1o He NPOXOAATH Kpizb cHto 5600 Miu, % ne Giapie 5 0,1
9 | YacToK, 10 NpoXoasTk Kpisk cHTo 250 MKM, %o e Giabwe 5 4,6

10 | Inmi suam Rhamnus: asrponn ariano MKAH BiaMOBLIAE
11 | Opraniunoi aomimkn, % e Giabie 0.5 0,10
12| MixepaibHoi Jomixm, % ne Giaswe 0,5 0,21
13 | Jarassse yncao acpobuux M/o (TAMC), KYO/r #e Giasiwe 10 000 000 menme 10 000
14 | 3araneHe 4HCO APIKAKOBHX i niicenenux rpubis (TYMC), KVO/r e Giasiue 100 000 200
15 | Escherichia coli, KYO/r e Giasiue 1 000 menie 10
16 | Salmonellas 25 r HE JOMYCKAEThCS HE BUSBACHO
17 | Panioakrussicts no Liesivo 137, br/kr He Giabwe 600 49
18 | Panioaxrussicts no Crponuino 90, bx/kr e Giasme 200 25
19 | Maca BMicTy ynakoBkH, r He Menwe 71,25 BLANOBIZa€
20 | Cepeans maca Bmicty 10 ynakoBox, r He Menme 73.8 74,7
21 | ¥Ynakoska sriano MKSH BLANOBINAC
22 | MapkyBaHus ariano MKS BiAnoBigac
23 | Jlara 3aKkiHYeHHS TEPMIiHY NPHIATHOCT a0 03.2026 p.

BHCHOBOK: sianosinae sumoram MKSA 1o PIT Ne UA!6049/01/01 3min Ne 1-3, Hakasy MO3 Yxpaiuu Ne 240

Bia 08.05.2008

Havansuuk BKA

Lum niaTeepaxyio, 1o Bei BUpoOHuui cTadil a1 i
BMMOTAMH, 3a3HAYECHHMH B YMHHIH HacTaHoB] 3 GMP, 3aTBepaxeHii MIHICTepCTBOM OXOPOHH mopos !

peccrpamﬁl-loro A0ChE lcpaum NPH3IHAYCHHA.
P i
C s ’,_? “ "

Jlo3soneHo 10 peanizauii.

Hauansuuk Cnyx6u SKOCTI Ta PO3IBUTKY-

Heai;v;;;xa B.B. //
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YnoeHoBaxkeHa ocoba
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MNPAT "®ITODAPM"

HOpuamnura agpeca 02152, m Kuis, npocnext Masna Tuauky, 6ya 1 B, o A504
TenedoHu BIAAUT KOHTPONKD AKOCTI (0627) 44-01-77, cknag roToBO!I NPOAYKLYL (06274) 3-10-01

CEPTU®IKAT AKOCTI Ne 344 Big 13.03.2021

®-06-04-00/6

1 Hassa npoayxull Ketokonason - ®irochapm
2 Mikapcexa opma KPEM N5 30BHILLKLOrO 3aCTOCyBaHHA 2%
3 Posmip Ta T1n nakysaHHsa no 25 r y 7y61, 0o 1 Ty6l B NayL 3 KapTOHY 3 MAPKYBAHHAM YKPAIHCHKOIO MOBOIO
4 Cwna g / akTUBHICTb 1 1 Kpemy MICTUTbL KETOKOHa3ony (y nepepaxysakHi Ha 100 % peuosury) 20 mr
5 Peecrpauiiiie nocBIAHEHHA UA/4126/01/01 Tepmix 4l HEODMEXEHMIA
6 KpaiHa-sBupobHuK Ykpaina
7 Homep cepil 10321
8 Poamip cepil 7 830 chacosok
9 [lara supobHuUTBEa 13 03 2021
10 [ara sakiHueHHs TepMiHy npuaatHocti 01 03 2023
11 Anpeca ginbruly 3 BupoBxuyTea 84500, [loneupka obn , m BaxmyT, Byn Cwbipuesa, 6ya 2
Mueraig Big 15 11 16 MepeodopMgHHs NiLeHsI BIA 0507 11p AB Ne578982, CsiaouUTBO NPO
12 Hassarma HoMep: HIGEHa arecrawyio fIKA Ne343, Cepruchiat 1SO 9001 NeHU12/6480 =g 16 02 17
13 Pesynbrartv aHanisie
o Pesynbrat
Ne HalimeHyBaHHA NOKa3HUKIB Bumorn HTQ BUNPOGYBaHL
1{Onnc Kpem Ginoro abo maike O1510ro konsopy BIANOBIAAE
2 |laenTudpikalys
Ha xpomatorpamax BunpoBoBysaHOro PO3UuHy OAEpXaHWUX npu
BuUnpobyBaHH! "KinskicHe BusHaqerHs 9 1 KeTokoHason ", Mag BUABNATUCA
2" l{MeToKaneson NIK, 3@ 4aCoM YTPUMYBEHHS BIAMNOBIAHNIA OCHOBHOMY MIKY KETOKOHA30Ny Ha BlaAnosIAac
XpoMaTorpamax po3uuHy NOPIBHAHHA (3)
Ha xpomaTorpami BUNpoBOBYBaHHOrO PO3UUHY Mae BUABNATACA NNAMa Ha
2 2 |Kevoxonason PIBHI OCHOBHOI NASMW HA XPOMATOrpami PO34UHY NOPIBHAHHA C3prC BIANOBIAAE
KETOKOHA3011y, WO BIANOBIAAE I/ 33 PO3MIPOM 1 3a6apeneHHAM
Ha xpomatorpamax BUnNpoBoBYBaHOTO PO3HUHY, OAEPXKAHX NPy
BrNpobysarHl "KinbKicHe BusHaqenHs 9 2 ponineHrnikosbL" NoBUHEH
2 3|Mponinexrnikons BUSIBASITUCS MIK, 33 BIAHOCHNM YaCoM YTPVMYBAHHS BIANOBIAHWA NIKY BIANOBIAGE
NPONINEHTTIKOMIO Ha Xpomararorpamax Po3HnHY NOPIBHAHHA PC3
MPOMINERIMIKOMIO
Y 10 nofsix 30py MIKPOCKONA OCHOBHA Maca HacTok mae Byt po3mipom He
3 |Poamip yacTtox BInbLLE HRK 50 MKM, AONYCKAETECA HASBHICTL He Binblue 10 YacTok po3MIpoM BIAMOBIAAE
10 100 mkm | He BinbLue 5 4acTox poamipom Binbe 100 Mkm
4|pH Big 7,0 40 8,0 7.4
Ha xpomarorpamax BunpoBoByBaHoro posuunHy OAEPXaHnX npu
BunpoBysarH! "KinbkicHe BusHaueHks 9 1 KeTokoxason™ cyma niiow ycix
0AaTKOBUX NIKIB KPIM OCKOBHOTO NIKa (KENOKOHA30Iy) MK BHYTPILLNBOrO
5|CynpoBIAHI AOMILLKA CTaHaapTy (ITPaKoHA30AY) | CUCTEMHOTO NIKY HE NOBKHHA NePEBMLLYBaTY He: BUABIICHD
ANOLLY NIKa KETOKOHA30MY, OTPUMAHOrO Ha XpoMaTorpamax PosHuHy
nopisHArKs (b) (He Binbiie 3%)
6|Maca BMICTY ynaKoBKu
6 1|Maca BMICTY KoXHOI TyBU nosuHHa ByTu |He meHwe 25,0 y HOpMI
7 |MikpoBionoriyHa uncroTa Ne219
7 1|TAMC He Ginbwe 100 KYOIr meHuwe 20
7 2|TYMC He Binswe 10 KYOIr meHuwe 10
7 3|S Aureus He ponyckaeteca B 11 He BUABIEHO
7 4|P Aeruginosa He gonyckaetbcaB 11 He BUSIBIEHO
8 |KinbkicHe BU3Ha4eHHa
8 1|KeToxoxason Big 0,019 rpgno 0,021 r8 11 npenapary 0,021
8 2 |MpomneHrnikons Bia 0,1755r o 0,2145 r 8 1 r npenapary 0,1975r
91YnakosKa, MapKyBaHHs 3ngHo MKA BIANOBIAAE

BucHoeoK [MepeBIipeHui 3pa3oK NPOAYKLI BIANOBIAaE Bumoram MKA va smim 1 28 08 2020

3anea npo ceptudikaLio

17 6epesnsn 2021 p HavaneHuk BK




biopharma

TOB «®apmauesrnunnii 3asoa «BIODAPMA»
09100, Ykpaina, Kuiscbka o0macts, M. bina Llepkra,
Byt Kuiseeka, 37 ren. (044) 277-36-10
Bianin konrTponio axocri

@ 5.14-03-01

JO3BLJT HA PEAJIIBAUTIO/CEPTU®OIKAT NMAPTIH

HaiiMeHyBaHHs npoayKRuUil:

BIOCITOPHH

2. | dobaBKka mieTusHa Jo6aBka aieTHuHa
3. | Kpaina-BupoGHHK: Ykpaiva
4. | Peectpauiiine nocsiguenunn (PTI): He ¢ sikapcbknM 3acoGom
5. | Cuna mil/akTUBHICTh: - -
6. | Jlikapcoka dopma: Topowok a5 NPHIOTYBAHHA CyCneH3il
7. | Po3mip Ta TN nakyBaHHA: Caute. [To 10 came B ynakoBui
8. | Homep naprii: 10321
9. | Po3mip napril, onuHnus BUMIpY: 5 166 nakyBaHb
10. | Jlata BupoOHHLTBA: 02.03.2021
L1, | JlaTa 3akiHYeHHs TepMiHy 03 2023
NpHAATHOCTI:
12. | Ha3eu Ta agpecH BCiX HifAbHIUS 3 BupoOHHUTBO (BK/IIOYAIOUH NAKYBAHHA/MAPKYBAHHA):
BUpOOHHUTBA Ta KOHTpOMO skocTi: | TOB «®apmauesTrunuii 3as01 « BIOGAPMA» (Knischka obaacts, M. Bina
Liepksa, Bynuus Kuiscbka, 37)
KonTpons skocTi: Bianin kontponto sikocti TOB «DapmauesTHyHKil 3aBoj
«biotapmayn (Kniceka obnactb, M. bina Liepxsa, Bynuus Kuiscska, 37);
HepxasHa HayKoBo-A0C/iaHA 1aBOPATOPif 3 KOHTPONIO AKOCTI AiKAPCHLKNX
3acobis 1V «II'3 im. O.M. Map3ieesa HAMHY» (m.Kuis, syn.Monyapenxo,
50);
JlaGoparopis 3 KoHTPOMO AKOCTI GioNOriMHUX NpenapaTiB iIHCTHTYTY
mikpoGionorii i Bipyconorii im. JI.K. 3a6onotnoro HAH Vkpainn
(M. KuiB, synius 3aGonotuoro, 154)
13. | Ceprudikary sianosianocti GMP | JliueHsis na BupoGuuuTso nikapcbkux 3acobis Ne 193895, cepia AE
Ta HOMEpH AileH3iT Wi Beix Cainourso npo aTecrauilo Biaainy kourpono sxkocti TOB
HiNbHHUb, HABEIEHHX Y «PapmanesTayHuit 3aBoa «Biodapmar Ne 395
nonepeaHboMy MyHKTI: Csinourso npo atecraitito [epxaBHoi HayKoso-a0cainHoT naGopatopii 3
KOHTPOMO SKOCTi Nikapchkux 3aco6is AY «I3 iM. O.M. Mapieena
HAMHY» Ne 410
Csinourso npo arecrauito 1aGopaTopii 3 KOHTPOMO KKOCTI BIONOFIUHIX
npenaparis iHCTHTYTY Mikpobionorii i sipyconorii im. JI.K. 3a6onoTHoro
HAH Vkpainn Ne393
14. | PesynbTaTi aHanisis;

Haseneni s ceprudikari ananisis (P 5.14-03-03) - nonaetvcs

YmoBH 36epirarns: B opurinansHiii ynakosui BupoGHHKa B CyXomy 3aXMILEHOMY Bif CBiTAA MicLi

NpH TeMnepaTypi He Buue 25°C,

Tepmin npuaaTHOCTI — 2 poKH, ,
Lium 5 3acBinyto, o HaseneHa BHILE iHBOPMALs € NOCTOBIPHOIO Ta TOYHOI i 3ach inuye akicTs Ta GesneunicTs npomykuil.
Llro naprito npoaykuii 6ya0 Brupobnexo (BKIIOUAKOMH MaKyBaHH4/MapKyBaHHA) Ta MPOBEIEHO KOHTPONSL 1T kocTi Ha TOB
«PapmaLeBTHUHHUIT 3aB0] «BlOQ MR, 5 NNOBIAHOCTI 11O AiFOUOT JOKYMEHTALLT, a TAKOXK BIANOBIAHO 10 cneundikaiii, wo
MICTATLCA Y peecTpauifiHoM A X QUTPOTIO mapTii OyN0 neperasHyTo Ta

(AR aHpoGHLTRA, MaKkyBan
BCTAHOBJIEHO BIANOBIHICTb. §f X | YRPATH

eBuubka C.B. Jﬁ. ﬂj\ "Zﬂ‘é/

(nara nAnncans )

V.

:JL Qoo Al 3C5




TOB «PapmauesTnunnii 3apoa « BIO®APMA»
09100. Ykpaina, Knuischka obaacts, M. Bina Llepksa.
syauus Kuisesxa, 37 tes. (044) 277-36-10
Bianis kouTponio sikocti

B bi_opharma

& 5.14-03-03
CEPTHU®IKAT AHAJII3IB NeB/380/04.03.2021/UA

8ix 23.03.2021
JloGaska aieTHuHa
BIOCITOPHUH
[Mopowok ans npuroTyBaffisa cycnensii y cawe
[lo 10 cawe B ynakosui

HafimenyBanHs npoaykuit

Craryc npoayxuii HE € J1iKapchbKiM 3acobom

Homep naprii 10321 Po3mip naprif, onnHuLA BUMIpY 5 166 naxysanb
BuyTpiwniii kox " B/380/04.03.2021

Hara sunmycky npoaykuii _23.03.2021 .

Jlata 3akiHueHHsA TepMiHy 03 2023 Bunpobysanns nposeneni 3a TY Y 10.8-36273281-002:2013, 3minu

IIPHAATHOCTI

HailimenyBsanus
IOKA3HUKIB

Bumoru TY ¥ 10.8-36273281-002:2013,
3MiHH

Pesynbrarti sunpobysan, | MeToan KoHTpOJIO

OpranonenTtuyHi
MOKa3HHKH:

Cunyuuii nopouok Bin 6inoro 1o xoBToro
KOIbOPY 3i CBITJIO-KOPUUHEBUMH
BKPanieHHAMH

Cunyunii mopoiox Bizyanbno
XOBTYBATOIO KONLOPY 3i
CBITNO-KOPHHEBHMH

BKPAnJICHHAMH

- 3osuiwniii guenso
smicmy cawe

- 3anax emicmy cauie

3anax cneundivnuil, He rHUABHAU 3anax cneundivTHuii, He

FHUNBHUA

Oprauonemwme

MacoBa yacTka BOJIOrH
BMICTY calue

He Ginblie 5% Ha MOMEHT BUIYCKY 3.0 % ADY 2232

He 6inbiue 10% B KiHUi TepMiHy npuaaTHOCT

KinskicTb ®uTTE3gaTHUX
MiKpOOHHX KNiTHH
B.subtilis YKM B-5007 ta
B.Licheniformis YKM B-
5514 cymapHo B cawe

He menwe 1,1'x 10° KYO/cawe 3a METOAHKOLO

BHpOOHHKA

2,4 x 10° KYO/cawe

KinekicTs S.aureus [ToBuHwi 6yTn BiACYTHI B | I 3a METOAHKOIO

BUpPOBHHKA

BincytHis I 1

Kinwxicts E.coli [NosuuHi 6yTH BincyTHi s L 3a METOIHKOIO

BUpOGHHKa

BigcyrwiB I r

KinbkicTh naToreHHux

MIKpOOPraHizMiB, y ToMy [MosunHi OyTu BincyTHi 8 10 BiacytniB 101 3a MeTgmuc’om
uucsti pony Salmonella BUPODHHKA
Mapkysanns 3riaHo 3aTBEpIKEHOro MaKeTy Binnosigae 3rigno TY
MNakyBaHHs Bumorn TY V 10.8-36273281-002:2013, Bianosinae 3riano TY

IMIHH

FeneTutiHo-monndikosani opranismu (TMO) e Buasneni ([Ipotokon aocnimkenns JlepxasHol ycTaHoBH «[HCTHTYT ririenu Ta
meanuHoi exosorii iM. O.M. Mapseesa HAMH Vxpainu»).

Ymosi 36epiranna: B opurinanbHili ynaxkosui BUpoGHHKa B CyXOMY 3aXMILEHOMY Bid cBiT/a Micui
npH TemnepaTtypi He Buine 25°C.
Tepmin npuaaTHoOCTI — 2 poKK.

Pesyaomamu cmocyromeca
Hopa.

YiAY RAPMIN 30 YMOGU  QOMPUMANHS SUHHUY

Ceprudikar ananisis cxj barpak H.B. 23.03.2021
) (I1.15) (Oania nidnucanisy)

Mepesipus : Xoma T.0. 23.03.2021
(1.1 b.) (Ddama nionucanns)

Pedaryis | Crop.l 31
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Ten. (044) 496-87-87, Ten./basc (044) 238.19-38, Ten./paxc {044)406589-42, Ten. (044) 485-26-57 {ulnomoSosoa)

Ceptudikar akocri N2 040000091578

Biconpon®, Ta6netkn no 10 mr, no 10 Tabnetok y 6nicrepi, no 5 6nictepis B nauyi
1TABJIETKA MICTUTD BICOMPONONY OYMAPATY B MEPEPAXYBAHHI HA 100 % PEYOBVHY 10 Mr

Homep cepil: 10321 Kpaita oTpumysay: Ykpaina
KinbkicTe npogykuii: 51.505 Tuc.ynak. Ne Peectp. noceigueHHa: UA/3214/01/02
Lata BupoBHulTea: 03.2021 Tepwmin i peecTp. noceiguyeHna:  HeobmexeHun

AHania BUKOHaHui no: MKA 13 no PN NeUA/3214/01/02, aminm eig 20.07.2020 p.

HalimeHnyBaHHA nokasHukis Bumorn AHA(cneundikauii) PesynbTaTu BunpoGyBaHb

Onuc Tabnetku Kpyrnol Gopmi 3 NNOCKSI0 NOBEPXHEND 3
hackow Ta puckoio, bnigo-poxesoro Konbopy. Ha
nosepxHi TabneTok [ONYCKalOTbCA BKPaNieHHa, Bignosipae

lpenTudikauyis
biconponony dymapar Ha xpomatorpami BUNpoGoBYBaHOTrO PO3UNHY,

oTpyuMaHin B posfini "KinbkicHe Bui3HadyeHHs",
yac yTpumyBaHHa nika 6iconponony mae
cnisnagartt 3 Yacom yTpUMYyBaHHA MiKa

Biconponony Ha XxpOMaTorpami PO3YNHY NORIBHAHHA

(b) 3 TouHicTIO + 2 % Bignoginae
HapBHUK KOBTWI 3axig FCF CrnekTp nornvHaxHA po3uvHy & obnacti sig 400
(E110) HM 4o 600 HM NOBMHEH MaTKM MEKCUMYM 33 [OBXUHY
xsuni (484 £ 3) um 484 Hm
CepefiHa maca Big 143 mr go 157 mr 161 mr
CynpogigHi gomilwkny '
6ynb-aKol foMilIKK He 6inbwe 0,5 % 0,0 % (<MB)
CyMa JOMILLIOK He 6inbuwe 2,0 % 0,0 % (menwe 2.0%)
OpHopiaHICTL AO30BAHUX Mae signoeigat sumoram
ofuMHNLL
PO3YMHEHHS He menuwe 75 % (Q) 3a 30 xs

Mikpo6ionoriuna uncrora

3aranbHe YKUCno aepobHmX Kpurepin npuianatHocti 1000 KYO/r

mixpoopranizmis (TAMC)

3aransHe YnCno APPKOXKOBNX Ta KpuTepin npuitnatHocTi 100 KYO/r
nhicHaAsux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BigcytHicTbB 11 BipcyTHi

KinbkicHe BU3HaYeHHA
Biconpopony dymapar Big 9,50 mr o 10,50 mr B nepepaxyBaHHi Ha

cepenHio Macy ofHiei Tabnetkm (Ha MoMeHT

O #/ x5 Bip 4805004
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GAPMAK il

Ten. (044) 486-87-87, Ten./daxc (044) 239-18-38, Ten/dakc (044)49689-42, Ten. (044) 485-26-57 {utnogoGoro)

BUAYCKY). Bin 9,25 mr go 10,76 mr 8

nepepaxyeaHHl Ha cepefHio macy oaHlei TabneTku 10,32 mrfrab
Ynakoska Mae signosipati sumoram Bignosigae
MapkyeaHHs Mae Bignosigatu sumoram Blonoeigae
TepmiK npupatHocT): 3 pokun No 03.2024

Ymoew sGepirauua:  36epiratn B opuriHansHil ynakoswl npn Temnepatypi He suwe 25 °C,

KomenTapi:

3aaga npo ceprudikayiio!

Uum n 3aceinuylo, wo BuweskasaHa iHdopmalia € foctoBipHoio i ToyHow. Lk cepito npogykuii 6yro supobneHo (sxniovaloum

ynaKkoBKy/MapKyBaHHA) Ta npoeefeHuin KOHTPOAb 1 AKOCTI Ha HWXYEBKa3aHiN AinbHuLi B esrliBignoBinHOCT A0 BUMOr GMP,

BCTHOBNEHWX MICL@BIM PerynATOPHUM OpraHom, a TakoxK Y BignosigHocTi i3 cneundix 1 ggf@;m .Rﬁﬁh\x;i)‘h:h) bCA Y peecTpalitHomy

fAocbelToprosot nilensit, [TpoTokony BUpoBHULTBA, NakyBaHHA Ta aHaniais 6ynu nep;?- peliTa sctaHoBhEH ;\@jAHOBiAH'{CTb GMP.
/

(Ve \ ¥
PR LT T o"\
Of . _emardena\ gy
LG s Pape A
erg Fdl

fo3zsonexo go peanizayli / po sigBaHTaxeHHA 4
KpasueHko C.M. / 06.04.2021

YnosHosaxeHa ocoba — [poeigHnii ivxeHep BCTaBl

P i
\;t?é,gx

b ol
YKPAIHA, 04080 m. Kuiis-80, Byn. Kupunisceka, 74; Niuensis Ha enpobHuuTeo AE Ne 6374 %},ﬁf 0472015,

Bupo6Huua ainbHuus:

Cepudikat GMP Ne075/2019/GMP eig 10.10.2019; UP/1-530-10/18-03/06 Big 16.01.2020

KouTpons AKOCTi Ta BUAaYa A03BONY Ha peanisayito:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscska, 74; CeigolTso npo atectauito N 390 sig 22.01.2019

Crop.2 32




Aermapauis sBupoGuuka

(CLORYMIEHT (PO sKicT1,)

3amosimk: TOB «Papyanentuuna Rovuauins «OAPMELPI Py
M. Naprin, Kuiscsrnit pafon. vy I vaanora, 18 ren.: <38 (057) 750-78-84

Bupoduik: TOB BTd whaparaomn

01001, Vpaina, ar, Xapin, wya. 10piscoiea, 17
Cepridikar ISOS001:2015 MUA 228965 Bi;

127.08.2018 p..

Ceprndiiar 1SO 22000:2005 Nol 02090 Hopi 13.09.2019 p.

Halivenysanm: «Kpeaopy rada. No2()

Hoxrep maprii (cepis aara BUFOTORICH): (1032

HARMENYBANUSA HOKA3IIMKA
Jousiumniii Burasn, thopata
Koaip '
SANHN, CALE

Macosa qacira sono.Y, He Oliabiue
Maca adaersn., g

Potnatanng TadaeTrn NBIAL, He Olanine
Minmicrs vadaeTri M CTupanus e e Gignie
BaiceT vorchunny CACMENTIR, MO KE, 11e
OLIbe:

CRHNEHL

KAl

MK

TS T3

Hlectimnn, sr kr, ne Olibine

PRI (v-imomepm)

AT 1 fioro meradosnivy

Cenrraxciop

Anapun

Paaionyesii By ke e Sine:

3araikha Rinkicr, MEODLILINY gepodiin i

dany i ratinno ANACPOOHIX MiKpOOPIaninTis,

KYO T nie Siane

Haicwasi rpudn. KYO- 1. ne 6iasuie
Jpiesi. KYOIr, e Giimme

Bariepiii « pyise suukosnx nasmor
CRosgiopyng 0.1 4

Saureus. w |

Flarorenssi stikpoopranisan, g 1.y Gk lepii
poay Cainaone i g 10y

Adva anacing: 01.03.202] p.

XAPAKTEPHCTHEA
I HOPMA

Tadue riir kpyi ol Qropain

PE3VILTATYT
BHIPOLYBALI
Bianoei. e
biioro xonsopy Bianosi.iac
SR 10 CMER BIac ] BUKOPHCTAHIIM
KOMIIOHCH AN Bianonizae

13.0 Bianosi tar
(1.6:3% Bitoni e
43 Bianosi e

Y2.0 Bianosi
1.0 Bimoetyae
0.01 Bianosi e
0.3 Bi:zuonizae
0.01 Biluonie
(.2 Biimosizae
0.1 Biaoriae

Biacy rui
Biey i
Binoni iae
Biamoni e

Hle nomverac ines
e nonveracrnesn
: nesiitt-2o0 .
CTPOHLETT-5()

Ix ey Biuoni e
30 Biinonsi
i1y ) Bintoniac

e sugimicno
He susuacno

He qomy craiornes
Fle lonyvesaornes

He oy eratores Le pusinaeno

Tepatin upraannocris 24 aricsus 2 aann BUFOTQRICTT 131,

YMoeu toepirarns: 30CPIraTH B OpIminain i N HEROBL P TeMuepaTypi iz °C 0 25 ¥ CVNOMY. BAXIHICHOMY

Bl CBITIA Ta HERQCTY ITHOMY U1 A0red aicud.

Hupexiop TOB BI «Dapararons

/8 M://f’éf/ 7 2/,697,/3.1?,;2//’

Naaitduenso 1313,
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8 ‘ NPAT "®ITO®APM"

?5 lOpuanyna appeca: 02152, m. Kuis, npocnexT MNasna Tuuntm, 6ya.1 B, o.A504
‘ TenedoHy: BIaAIN KOHTPONIO AkocTi (0627) 44-01-77; cknag roToBOI NpoayKuii (06274) 3-10-01

CEPTU®IKAT AKOCTI Ne 444 Big 29.03.2021

1. Hassa npoaykuji Kancuon
2. Nikapcbka hopma PO34MH HAWKIPHUN, CrIUPTOBWIA
3. PosMip Ta Tn naKysaHs no 100 mn y nakoHi 3 npoﬁxouo«paner?bumqe»o, r\,o. 1_ pnaxony BVUPOGKOrO'KPaHeﬂbHML{eK) y
NayLy 3 KAPTOHY 3 MAPKYBAHHSAM YKPAIHCEKOK 13 POCIMCLKOI MOBAMI
1 MN npenaparty MICTUTb: KMCIIOTK CaNiLMNOBOI 10 M(~ Ol PULWMHOBO! 100 Mr, HacTORKN N0AI8
4. Cwna aii / akTUBHICTL nepuio cTpy4koBoro (Capsici fructus) ApiBHO nopisanux (1:10) (ekcTpareHT ~ eTanon 90%) 01
Mn
5. PeecTpaujitHe noceig4eHHs UA/1046/01/01 Tepmin gii HeobmexeHni
6. Kpaina-8upoGHuK Ykpaina
7. Homep cepii 10321
8. Poamip cepii 11758 cpacosok
9. [lara Bupo6HuyTea 29.03.2021
10. [ara 3akiH4eHHn TepMiHy npuaatHocti  01.03.2023
11. Aapeca dinbHuyi 3 BupoGHuyTea 84500, AoHeuska 061., M. BaxmyT, 8yn. Cubipuesa, 6ya.2

TNiyexais 8ia 15.11.16. NepeodopmneHHs NiyeHaii sin 05.07.11p. AB Ne578982; CeifouTeo npo

12 Haasa Ta Homep niensii aTecrauio JIKs! Ne343; Ceptudikar ISO 9001 NeHU12/6480 Big 16.02.17

13. PeaynbtaTth aHanisie

Pesynbrat
Hait
Ne F yBaHHA Bumoru HT} BUNPOBYBaHL
i i -XOBTOr! .
1lonme Mpoaopa PiavHa Bin YepBOHYBATO-XOBTOrO, XOBTORO AC XOBTYBATOrO alanosinac
KONLOPY 3i CNeyUdiNHAM 3anaxoMm.
2 [laerTudikayis
i i | (i . .
2.1]Kucnora caniywnosa Peakyis 3 poadnHom 3aniaa (Ill) xNOpuAy, yTBOPKETECA CHHEO. (hioneTose sianoainae
3abapsneHHst
TUWIX, Ha xpomatorpami 8unpoByBaHoro pO3iMHy Mae CNoCTepiraTnes
2.2 |KancaiyvHoign OCHOBHA NNsiMa BNAKUTHOrO KONLOPY Ha PIBHI NASMK TEKOrO X KONLOPY Ha sianosinac

XpOMaTorpami podduHy C3 kancaiynHy

TUWX, Ha xpomaTorpami npenapary MaiTs BUSBNATACA TPV NIISIMU
2.3|Onist puyuHosa CWHLO-(PIONETOBOIO KONLOPY HA KOBTOMY (POHI Ha PIBHI ANSM TaKOTO X signosigac
KONbOPY Ha xpoMaTorpami po3ynry C3 onii puumHosoi

Peakuis 3 poaqnHom HaTpilo rigpokenay P i 0,1 M poaqnHom noay.

ETanon

4 YTBOPIOETLES NOA0DOPM, SIKVIA BUABIISETLCS 38 XAPaKTEPHYM 3araxoM slanoainac
3{BigHocHa ryctuHa He Ginswe 0,836 0,828
4 |Bmict eTaHony He meHwe 77 % 81,8 %
5106'eM BMICTY ynakosku O6'eM BMICTY KOXHOTO (DnaKkoHy Mae GyTu He Menwe 100 mn. y HOpMi
6 |MikpoBionoriyHa yncToTa: Ne Gak.aHan. Ne300
3aranbHe YmMcno aepobHmx T & AOA
6. mikpoopraiamis (TAMC) KpUTepii NpuiAHATHOCTI: 1042 KYO/Mn MeHwe 10
6.2|38rankHe YMCnO APIKAXOBUX Ta KPUTepIi NPUAHATHOCTI: 10 KY.O/Mn menuel0

nnicenesux rpubis (TYMC)
6.3]S.aureus, P.aeruginosa s 1 Mn HE 10NyCKAETLCA He BUABNEHO
KineKicHe BMaHaveHHs

~

igMiCT KMCNOTU caniunnosoi 8 1 Mn npenapary Mae GyTu: npu BURYCKy Big

7.1|Kucnora caniyunosa 9.5 Mr 40 10,5 Mr; npoTsrom Tepmiqy 36epiranHs sig 9,0 Mr 4o 11.0 mr. 10,3 mr
Cyma kancaiuvHoiaie, y nepepaxyHky . o
8 Ha kancailym Bia 0,0036 a0 0,0044 % (mim) 0,0039 %
9|PuyuHosa onis Bia 90 mMr o 110 mr 100 mr
10[¥YnakoBka, MapkysaHHs 3rinHo MKSH Bianosigac

BucHoBok. Mepesiperuii 3pa3ok Npoaykyii BiaNosiaae Bumoram MK Ta aMmixi 8ia 04.08.2020

3assa npo ceprudikayi

Uwm 5 3acsiguyto, wo HaseaeHa suie iHopMaL|ist € A0CTOBIPHO Ta TOHHOK. Lo cebi
NakyBaHHS/MapKyBaHHA) Ta NPOBBAEHO KOKTPONb ii AKOCTI Ha BuULLeHA3BaHIN ninbnw!
MICUEBIM CerynATOIHIM OPraHoM, 8 TaKoX BiANOBIAHO A0 cneyndikauyii, Wo MICTATI
NakysanHs Ta aHanisis 6yno NepernaHyTo Ta BCTAHOBNEHO BIANOBIAHICTL NiueHainHng

31 6epesna 2021 p.  YnosHOBaxeHa

I cxars (199 ’6’/ LoOY £




@1.01 - COIT04.32-09

[ipuBarne aknionepue ropapucTeo «/likrpasn»
Vipaina, 10001, w. XKurosmup, moce Kuiscsxe, Gyn 21, rea (0412) 42-72-9]
Jhiuendin ua supoGErUTEO MKapchKRX 3acobis cepin AB, Ne 598083
Ceprndiixar sianosianocs GMP 1% BOIX AUTbHHI 3 BHPOOHHIITRA T2 KOHTPOMO sxocT) 024/ 201%/GMP
Bumiposanssa naboparopis BKA TIpAT «/hixrpasu»
Caiaourso npo arecrauo Ne 452 gia 30.07 2020 p. suaane Jepmassowo cnyxbow0 Yrpaily 3 1kapcskux 3aco01s T8 KONTPOK 328 HAPKOTHKAMH
Ceprrikar NLITBEPARCHAR KOMIECTEHTROCT! Ne 028/2018 gia 10.09.2018 p sraanwit [T « KuTOMAPCTARABPTMETPOITOTIA N

CEPTH®IKAT AKOCTI Ne 106-21 gio 26.03.2021 p.
Kpymunu kopa no 75 r y naukax 3 BHYTPILIHIM NaKeTOM

@ AIKTPABM

Peccrpauiiine nocsinuenns Ne: UA/6049/01/01, BescTpokoso

Homep cepil (naprii): 10321

Jarta supobunurea: 18.03.2021 p.
Po3amip cepil (napTii): 14 868 wr.
Tepmin npuaarnocTi: 5 pokis

Ananis nposeaeno 3riano: MKA no PIT Ne UA/6049/01/01, 3min Ne 1-3, Hakas MO3 Vkpaiun Ne 240 sin 08.05.2008
3oeHiwni o3naku: 11IMaTo4kH KOpH pi3HOT GOPMH, WO NPOXOAATL KPi3b CHTO 3 OTBOpaMH posmipom 5600 mkm. Konip
KOPH 3 30BHILIHLOT CTOPOHM CiPyBAaTO-KOPMUHEBHII al0 TEMHO-KOPMYHEBHII, 3 BHYTPILIHLOT - OpaHKeBO-KOPHYHEBMI,
YEPBOHYBATO-KOPHYHEBHH ab0 TEMHO-4epBOHMIA.

Ne HajiMenyBanHs XapaKTepHCTHKH Hopmaruehe 3HaveHHS Pesyawrar ananizy
1| Lienrndikauis A riaso MK sianosinae
2 | LaeHtudikauis B srizso MK BiaANOBi1aE
3 | Inenrudikauin C srizno MKA BLANOBiAaE
4 | laentudikauis D arizso MKSH BLINORIZA€
5 | Bmict r.m1;oe§)panr} NiHIB V NEpepaxyvHKY Ha raoxo(panrylig A | cyxy ve ssexme 6.0 6.91

CHPOBHHY. %o y
6 | Brpara B Maci npu BucymyBaHHi, % e Giasiue 15 8,3
7 | 3oau 3aramsuol. % e Giabine 6 54
8 | Yactok, 1o He NPOXOAATH Kpizb cHto 5600 Miu, % ne Giapie 5 0,1
9 | YacToK, 10 NpoXoasTk Kpisk cHTo 250 MKM, %o e Giabwe 5 4,6

10 | Inmi suam Rhamnus: asrponn ariano MKAH BiaMOBLIAE
11 | Opraniunoi aomimkn, % e Giabie 0.5 0,10
12| MixepaibHoi Jomixm, % ne Giaswe 0,5 0,21
13 | Jarassse yncao acpobuux M/o (TAMC), KYO/r #e Giasiwe 10 000 000 menme 10 000
14 | 3araneHe 4HCO APIKAKOBHX i niicenenux rpubis (TYMC), KVO/r e Giasiue 100 000 200
15 | Escherichia coli, KYO/r e Giasiue 1 000 menie 10
16 | Salmonellas 25 r HE JOMYCKAEThCS HE BUSBACHO
17 | Panioakrussicts no Liesivo 137, br/kr He Giabwe 600 49
18 | Panioaxrussicts no Crponuino 90, bx/kr e Giasme 200 25
19 | Maca BMicTy ynakoBkH, r He Menwe 71,25 BLANOBIZa€
20 | Cepeans maca Bmicty 10 ynakoBox, r He Menme 73.8 74,7
21 | ¥Ynakoska sriano MKSH BLANOBINAC
22 | MapkyBaHus ariano MKS BiAnoBigac
23 | Jlara 3aKkiHYeHHS TEPMIiHY NPHIATHOCT a0 03.2026 p.

BHCHOBOK: sianosinae sumoram MKSA 1o PIT Ne UA!6049/01/01 3min Ne 1-3, Hakasy MO3 Yxpaiuu Ne 240

Bia 08.05.2008

Havansuuk BKA

Lum niaTeepaxyio, 1o Bei BUpoOHuui cTadil a1 i
BMMOTAMH, 3a3HAYECHHMH B YMHHIH HacTaHoB] 3 GMP, 3aTBepaxeHii MIHICTepCTBOM OXOPOHH mopos !

peccrpamﬁl-loro A0ChE lcpaum NPH3IHAYCHHA.
P i
C s ’,_? “ "

Jlo3soneHo 10 peanizauii.

Hauansuuk Cnyx6u SKOCTI Ta PO3IBUTKY-

Heai;v;;;xa B.B. //

‘)Q&p ‘(

YnoeHoBaxkeHa ocoba

7
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HOpuamnura agpeca 02152, m Kuis, npocnext Masna Tuauky, 6ya 1 B, o A504
TenedoHu BIAAUT KOHTPONKD AKOCTI (0627) 44-01-77, cknag roToBO!I NPOAYKLYL (06274) 3-10-01

CEPTU®IKAT AKOCTI Ne 344 Big 13.03.2021

®-06-04-00/6

1 Hassa npoayxull Ketokonason - ®irochapm
2 Mikapcexa opma KPEM N5 30BHILLKLOrO 3aCTOCyBaHHA 2%
3 Posmip Ta T1n nakysaHHsa no 25 r y 7y61, 0o 1 Ty6l B NayL 3 KapTOHY 3 MAPKYBAHHAM YKPAIHCHKOIO MOBOIO
4 Cwna g / akTUBHICTb 1 1 Kpemy MICTUTbL KETOKOHa3ony (y nepepaxysakHi Ha 100 % peuosury) 20 mr
5 Peecrpauiiiie nocBIAHEHHA UA/4126/01/01 Tepmix 4l HEODMEXEHMIA
6 KpaiHa-sBupobHuK Ykpaina
7 Homep cepil 10321
8 Poamip cepil 7 830 chacosok
9 [lara supobHuUTBEa 13 03 2021
10 [ara sakiHueHHs TepMiHy npuaatHocti 01 03 2023
11 Anpeca ginbruly 3 BupoBxuyTea 84500, [loneupka obn , m BaxmyT, Byn Cwbipuesa, 6ya 2
Mueraig Big 15 11 16 MepeodopMgHHs NiLeHsI BIA 0507 11p AB Ne578982, CsiaouUTBO NPO
12 Hassarma HoMep: HIGEHa arecrawyio fIKA Ne343, Cepruchiat 1SO 9001 NeHU12/6480 =g 16 02 17
13 Pesynbrartv aHanisie
o Pesynbrat
Ne HalimeHyBaHHA NOKa3HUKIB Bumorn HTQ BUNPOGYBaHL
1{Onnc Kpem Ginoro abo maike O1510ro konsopy BIANOBIAAE
2 |laenTudpikalys
Ha xpomatorpamax BunpoBoBysaHOro PO3UuHy OAEpXaHWUX npu
BuUnpobyBaHH! "KinskicHe BusHaqerHs 9 1 KeTokoHason ", Mag BUABNATUCA
2" l{MeToKaneson NIK, 3@ 4aCoM YTPUMYBEHHS BIAMNOBIAHNIA OCHOBHOMY MIKY KETOKOHA30Ny Ha BlaAnosIAac
XpoMaTorpamax po3uuHy NOPIBHAHHA (3)
Ha xpomaTorpami BUNpoBOBYBaHHOrO PO3UUHY Mae BUABNATACA NNAMa Ha
2 2 |Kevoxonason PIBHI OCHOBHOI NASMW HA XPOMATOrpami PO34UHY NOPIBHAHHA C3prC BIANOBIAAE
KETOKOHA3011y, WO BIANOBIAAE I/ 33 PO3MIPOM 1 3a6apeneHHAM
Ha xpomatorpamax BUnNpoBoBYBaHOTO PO3HUHY, OAEPXKAHX NPy
BrNpobysarHl "KinbKicHe BusHaqenHs 9 2 ponineHrnikosbL" NoBUHEH
2 3|Mponinexrnikons BUSIBASITUCS MIK, 33 BIAHOCHNM YaCoM YTPVMYBAHHS BIANOBIAHWA NIKY BIANOBIAGE
NPONINEHTTIKOMIO Ha Xpomararorpamax Po3HnHY NOPIBHAHHA PC3
MPOMINERIMIKOMIO
Y 10 nofsix 30py MIKPOCKONA OCHOBHA Maca HacTok mae Byt po3mipom He
3 |Poamip yacTtox BInbLLE HRK 50 MKM, AONYCKAETECA HASBHICTL He Binblue 10 YacTok po3MIpoM BIAMOBIAAE
10 100 mkm | He BinbLue 5 4acTox poamipom Binbe 100 Mkm
4|pH Big 7,0 40 8,0 7.4
Ha xpomarorpamax BunpoBoByBaHoro posuunHy OAEPXaHnX npu
BunpoBysarH! "KinbkicHe BusHaueHks 9 1 KeTokoxason™ cyma niiow ycix
0AaTKOBUX NIKIB KPIM OCKOBHOTO NIKa (KENOKOHA30Iy) MK BHYTPILLNBOrO
5|CynpoBIAHI AOMILLKA CTaHaapTy (ITPaKoHA30AY) | CUCTEMHOTO NIKY HE NOBKHHA NePEBMLLYBaTY He: BUABIICHD
ANOLLY NIKa KETOKOHA30MY, OTPUMAHOrO Ha XpoMaTorpamax PosHuHy
nopisHArKs (b) (He Binbiie 3%)
6|Maca BMICTY ynaKoBKu
6 1|Maca BMICTY KoXHOI TyBU nosuHHa ByTu |He meHwe 25,0 y HOpMI
7 |MikpoBionoriyHa uncroTa Ne219
7 1|TAMC He Ginbwe 100 KYOIr meHuwe 20
7 2|TYMC He Binswe 10 KYOIr meHuwe 10
7 3|S Aureus He ponyckaeteca B 11 He BUABIEHO
7 4|P Aeruginosa He gonyckaetbcaB 11 He BUSIBIEHO
8 |KinbkicHe BU3Ha4eHHa
8 1|KeToxoxason Big 0,019 rpgno 0,021 r8 11 npenapary 0,021
8 2 |MpomneHrnikons Bia 0,1755r o 0,2145 r 8 1 r npenapary 0,1975r
91YnakosKa, MapKyBaHHs 3ngHo MKA BIANOBIAAE

BucHoeoK [MepeBIipeHui 3pa3oK NPOAYKLI BIANOBIAaE Bumoram MKA va smim 1 28 08 2020

3anea npo ceptudikaLio

17 6epesnsn 2021 p HavaneHuk BK
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BetodTan®, kpanni ouHi, cycnensin no 2,5 mr/mn no 5 mn y ¢pnakoni N2 1
1M1 KPATIEND MICTUTb: BETAKCONIONY MPOXNOPUAY 2,8MT (¥ TEPEPAXYBAHHI HA 100% CYXY PEYOBURY), LLIO
EKBIBAEHTHO BETAKCONCNY 2,5MF

OAPMAK

Ten. (044) 496-87-87, Ten.fdaxc (044) 229-19-38, Ten/Garc (044}49689-42, Ten. (044} 485-26-57 {Lincactoso)

Ceptudikar axocri Ne 040000092170

Homep cepii: 10321 KpaiHa orpumysau: Ykpaiqa
Kinekicte npogykuii: 17.398 Tuc.ynak. Ne PeecTp. noceigueHHsa; UA/15505/01/01
lNata supo6ruuTea: 03.2021 Tepmin pii peectp. noceiguenns;  10.11.2021

AHania sWKoHaHwih no: MKA N3 go PT NRUA/15505/01/01 =ig 10.11.20186 p., aminv sig 18.11.2020 p.

i’

HalimenyBaHHA NOKa3HNKIB Bumorn AHA(cneundikauii) PesynabTatit BUApoGysaHb

Onuc Cycnensin sig 6inoro go maike 6inoro konbopy Bignoeigae
laenrudikayin
Betakconon Ha xpoMatrorpami BUNpoBoRYSaHOT0 PO3UUHY,

oAepXaHiin B po3gini "KinbKicHe BU3HaYeHHs,
3aranbHii BeTakconon”, Yac yTprMMyBsaHHs ika
6eTakconony Mae CriBnajaTi 3 Yacom yTPUMYBaHHA
nika BeTakconony Ha XpoMaTorpami po3uMHy
nopieHAKHA (a) 3 TouHicTIo + 2 % Bignosigae

Ber3zankoHilo xnopua, Ha xpomatorpami BUNpoBoBysaHoro posuuHy,

N-naypoincapkoauH ofepxaHiit 8 posaini "KinbkicHe BU3HaueHHR.
beuzankoHito xnopug | N-naypoincapkosun", vacn
yTpumyBaHHA nikis GensankoHio xnopuay i
N-naypoincapkoavHy mMateTb CNiBnagaTv 3 yacamm
yTpumyBaHHa nikie 6eH3ankerio xnopuay i

N-naypoincapkosuHy Ha xpomaTorpami po3ynHy

B'asicte
OcmonanbHicTs
pH
Of'em smicty ynakosku
CynpogigHi gomitkn
BYHb-AKOT OgHIET QOMiLIKK
Byab-AKoT iHLWOT ROMIWKK

CyMa LOMIILOK

nopiaHaHHA {b) 3 TouHicTio £ 2 %

Big 50 smMNa*c go 400 mMa*c

Big 275 mCcmonbfkr ao 320 mOcmons/Kr
Bin6,6 074

He meHwe 5 mn

He Binbwe 0,8 %
He 6inbwe 0,3 %
He 6inbwe 2,0 %

“i

Bignoeigae

85 mNa*c

290 mOcmons/kr
6,8

e

"Bifingkinae
\\\u 5

L ) ,
e
A S

CTepunbHicTh Mae 6y crepunbHuM " —Bf,qnoar,qae
PecycneHnoRaHicTs fipenapaT NoBUHEH YTBOPIORAT FOMOTeHHY
Cycrnensito, BifibHY Bif KOarynbOoBaHuX YacToK Bianceigae
Posmip vacTok
Crop.1 32
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DAPMAK

Ten. (044) 496-87-87, Ten/bake (044) 239-19-38, TenJjhaxc (044)48689-42, Ten. (044) 485-26.57 {ulnogotiono)

YacTok 3 poamipom meHLie 25 He meniue 98,5 %
MKM Bignosinae
HacTok 3 posmipom meHlue 50 He meHwe 89,95 %
MKM Bigneeinae
HacTok 3 poamipom merwe 75 He meruwe 100 %
MKM Bipnogigae
KinbkicHe BuzHavenna
3aranbHuil Getakcanon Bip 2,375 mr go 2,625 mre 1 mn npenapary (Ha
MOMEHT Bunycky). Big 2,313 mr go 2,688 mr s 1
MmN npenapary 2,485 mrimn
38'R3aHKh Betakconor Bia 1,125 mr o 1,625 mre 1 mn npenapaty 1,229 mrimn
BeHsankoulo xnopug Bin 0,090 mr no 0,110 mre 1 mn npenapary 0,108 mr/mn
N-naypoincapkosmn Bin 0,270 mr fio 0,330 mr 8 1 mn npenapary 0,300 mrimn
fopHa Kucnota Bin 3,40 mr ac 4,40 mr e 1 mn npenapary 3,92 mr/mn
AVHATPID egeTar Bip 0,080 mr go 0,110 mr & 1 mn npenapary (Ha
MOMeHT sunycky). Big 0,085 mr 5o 0,110 mre 1
Mn npenapaty 0,104 mrimn
YnakoBka Mae signoeigaTti smoram Bipnosinae
MapkyBarHs Mae signoeigat BuMoram Bignosigae
TepmiH npupaTHoCTI: 2 pokn No 03.2023

¥moeu 36epiranuHa: 36epirati B opuritanbHil ynakosui npu Temnepatypi He srwe 25 °C. Tepmin npuparHocTi nicna PO3kpUTTA gnakoHy 28

ni6
KomeuTapi:

3anea npo cepTrdikauiio:

Lium a 3acsiguyio, wo euujeskasana Indopmalyia e pocTaBipHote | TouHow. Ll ceplic npopyxyii 6yno BupoGneHo {srnouatoun
YNaKosKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPOMB ii AKOCTI Ha HUBKUEBKa3aHii AinbHyLi B 0 &MQQQBIAHOCTI 4o BUMOr GMP
BCTEHOBNGHWX MICLEBUM Pery/IATOPHUM OpraHoM, a TaKoX Y BiRNOBIAHOCT 13 cneyudikaLsifia, it Bﬂaagg

AoCbe/TOproeol nivewsil, MpoTokonu BUPOBHKUTEA, NaKyBaHHS Ta aHanizis 6ynu nepesj c

" QU@] s @
HAo3soneno po peanizauii / go sigBanTaxenwHn i lnayf ot/ ar o |2
YnosHoeaxeHa ocofa - Havanbhwk slaainy BCtaB NMantyx 1O.M. ’615 "t ", Pixg ] & 23.04.2021
[ 4:’?“

BupoGuuya ainbHUUA \%\h\; / ‘
YKPATHA, 04080 m. Kuie-80, syn. OpyHae, 74; Niyensia Ha supobrmuTEo AE Ne 637430 &) ?dﬂ}@iﬁ Cep
GMP N2076/2019/GMP sig 06.11.2019; Ne072/2018/GMP gig 10.10.2019 e

KouTpone Akocti Ta Buaaua gossony Ha peanisauiio! iT {
YKPAIHA, 04080 m. Knie-80, eyn. ®pywse, 74; Cigolteo npo atecraliiio N2 390 sig 22.01. 2019\

Crop.2 32




biopharma

TOB «®apmauesrnunnii 3asoa «BIODAPMA»
09100, Ykpaina, Kuiscbka o0macts, M. bina Llepkra,
Byt Kuiseeka, 37 ren. (044) 277-36-10
Bianin konrTponio axocri

@ 5.14-03-01

JO3BLJT HA PEAJIIBAUTIO/CEPTU®OIKAT NMAPTIH

HaiiMeHyBaHHs npoayKRuUil:

BIOCITOPHH

2. | dobaBKka mieTusHa Jo6aBka aieTHuHa
3. | Kpaina-BupoGHHK: Ykpaiva
4. | Peectpauiiine nocsiguenunn (PTI): He ¢ sikapcbknM 3acoGom
5. | Cuna mil/akTUBHICTh: - -
6. | Jlikapcoka dopma: Topowok a5 NPHIOTYBAHHA CyCneH3il
7. | Po3mip Ta TN nakyBaHHA: Caute. [To 10 came B ynakoBui
8. | Homep naprii: 10321
9. | Po3mip napril, onuHnus BUMIpY: 5 166 nakyBaHb
10. | Jlata BupoOHHLTBA: 02.03.2021
L1, | JlaTa 3akiHYeHHs TepMiHy 03 2023
NpHAATHOCTI:
12. | Ha3eu Ta agpecH BCiX HifAbHIUS 3 BupoOHHUTBO (BK/IIOYAIOUH NAKYBAHHA/MAPKYBAHHA):
BUpOOHHUTBA Ta KOHTpOMO skocTi: | TOB «®apmauesTrunuii 3as01 « BIOGAPMA» (Knischka obaacts, M. Bina
Liepksa, Bynuus Kuiscbka, 37)
KonTpons skocTi: Bianin kontponto sikocti TOB «DapmauesTHyHKil 3aBoj
«biotapmayn (Kniceka obnactb, M. bina Liepxsa, Bynuus Kuiscska, 37);
HepxasHa HayKoBo-A0C/iaHA 1aBOPATOPif 3 KOHTPONIO AKOCTI AiKAPCHLKNX
3acobis 1V «II'3 im. O.M. Map3ieesa HAMHY» (m.Kuis, syn.Monyapenxo,
50);
JlaGoparopis 3 KoHTPOMO AKOCTI GioNOriMHUX NpenapaTiB iIHCTHTYTY
mikpoGionorii i Bipyconorii im. JI.K. 3a6onotnoro HAH Vkpainn
(M. KuiB, synius 3aGonotuoro, 154)
13. | Ceprudikary sianosianocti GMP | JliueHsis na BupoGuuuTso nikapcbkux 3acobis Ne 193895, cepia AE
Ta HOMEpH AileH3iT Wi Beix Cainourso npo aTecrauilo Biaainy kourpono sxkocti TOB
HiNbHHUb, HABEIEHHX Y «PapmanesTayHuit 3aBoa «Biodapmar Ne 395
nonepeaHboMy MyHKTI: Csinourso npo atecraitito [epxaBHoi HayKoso-a0cainHoT naGopatopii 3
KOHTPOMO SKOCTi Nikapchkux 3aco6is AY «I3 iM. O.M. Mapieena
HAMHY» Ne 410
Csinourso npo arecrauito 1aGopaTopii 3 KOHTPOMO KKOCTI BIONOFIUHIX
npenaparis iHCTHTYTY Mikpobionorii i sipyconorii im. JI.K. 3a6onoTHoro
HAH Vkpainn Ne393
14. | PesynbTaTi aHanisis;

Haseneni s ceprudikari ananisis (P 5.14-03-03) - nonaetvcs

YmoBH 36epirarns: B opurinansHiii ynakosui BupoGHHKa B CyXomy 3aXMILEHOMY Bif CBiTAA MicLi

NpH TeMnepaTypi He Buue 25°C,

Tepmin npuaaTHOCTI — 2 poKH, ,
Lium 5 3acBinyto, o HaseneHa BHILE iHBOPMALs € NOCTOBIPHOIO Ta TOYHOI i 3ach inuye akicTs Ta GesneunicTs npomykuil.
Llro naprito npoaykuii 6ya0 Brupobnexo (BKIIOUAKOMH MaKyBaHH4/MapKyBaHHA) Ta MPOBEIEHO KOHTPONSL 1T kocTi Ha TOB
«PapmaLeBTHUHHUIT 3aB0] «BlOQ MR, 5 NNOBIAHOCTI 11O AiFOUOT JOKYMEHTALLT, a TAKOXK BIANOBIAHO 10 cneundikaiii, wo
MICTATLCA Y peecTpauifiHoM A X QUTPOTIO mapTii OyN0 neperasHyTo Ta

(AR aHpoGHLTRA, MaKkyBan
BCTAHOBJIEHO BIANOBIHICTb. §f X | YRPATH

eBuubka C.B. Jﬁ. ﬂj\ "Zﬂ‘é/

(nara nAnncans )

V.

:JL Qoo Al 3C5




TOB «PapmauesTnunnii 3apoa « BIO®APMA»
09100. Ykpaina, Knuischka obaacts, M. Bina Llepksa.
syauus Kuisesxa, 37 tes. (044) 277-36-10
Bianis kouTponio sikocti

B bi_opharma

& 5.14-03-03
CEPTHU®IKAT AHAJII3IB NeB/380/04.03.2021/UA

8ix 23.03.2021
JloGaska aieTHuHa
BIOCITOPHUH
[Mopowok ans npuroTyBaffisa cycnensii y cawe
[lo 10 cawe B ynakosui

HafimenyBanHs npoaykuit

Craryc npoayxuii HE € J1iKapchbKiM 3acobom

Homep naprii 10321 Po3mip naprif, onnHuLA BUMIpY 5 166 naxysanb
BuyTpiwniii kox " B/380/04.03.2021

Hara sunmycky npoaykuii _23.03.2021 .

Jlata 3akiHueHHsA TepMiHy 03 2023 Bunpobysanns nposeneni 3a TY Y 10.8-36273281-002:2013, 3minu

IIPHAATHOCTI

HailimenyBsanus
IOKA3HUKIB

Bumoru TY ¥ 10.8-36273281-002:2013,
3MiHH

Pesynbrarti sunpobysan, | MeToan KoHTpOJIO

OpranonenTtuyHi
MOKa3HHKH:

Cunyuuii nopouok Bin 6inoro 1o xoBToro
KOIbOPY 3i CBITJIO-KOPUUHEBUMH
BKPanieHHAMH

Cunyunii mopoiox Bizyanbno
XOBTYBATOIO KONLOPY 3i
CBITNO-KOPHHEBHMH

BKPAnJICHHAMH

- 3osuiwniii guenso
smicmy cawe

- 3anax emicmy cauie

3anax cneundivnuil, He rHUABHAU 3anax cneundivTHuii, He

FHUNBHUA

Oprauonemwme

MacoBa yacTka BOJIOrH
BMICTY calue

He Ginblie 5% Ha MOMEHT BUIYCKY 3.0 % ADY 2232

He 6inbiue 10% B KiHUi TepMiHy npuaaTHOCT

KinskicTb ®uTTE3gaTHUX
MiKpOOHHX KNiTHH
B.subtilis YKM B-5007 ta
B.Licheniformis YKM B-
5514 cymapHo B cawe

He menwe 1,1'x 10° KYO/cawe 3a METOAHKOLO

BHpOOHHKA

2,4 x 10° KYO/cawe

KinekicTs S.aureus [ToBuHwi 6yTn BiACYTHI B | I 3a METOAHKOIO

BUpPOBHHKA

BincytHis I 1

Kinwxicts E.coli [NosuuHi 6yTH BincyTHi s L 3a METOIHKOIO

BUpOGHHKa

BigcyrwiB I r

KinbkicTh naToreHHux

MIKpOOPraHizMiB, y ToMy [MosunHi OyTu BincyTHi 8 10 BiacytniB 101 3a MeTgmuc’om
uucsti pony Salmonella BUPODHHKA
Mapkysanns 3riaHo 3aTBEpIKEHOro MaKeTy Binnosigae 3rigno TY
MNakyBaHHs Bumorn TY V 10.8-36273281-002:2013, Bianosinae 3riano TY

IMIHH

FeneTutiHo-monndikosani opranismu (TMO) e Buasneni ([Ipotokon aocnimkenns JlepxasHol ycTaHoBH «[HCTHTYT ririenu Ta
meanuHoi exosorii iM. O.M. Mapseesa HAMH Vxpainu»).

Ymosi 36epiranna: B opurinanbHili ynaxkosui BUpoGHHKa B CyXOMY 3aXMILEHOMY Bid cBiT/a Micui
npH TemnepaTtypi He Buine 25°C.
Tepmin npuaaTHoOCTI — 2 poKK.

Pesyaomamu cmocyromeca
Hopa.

YiAY RAPMIN 30 YMOGU  QOMPUMANHS SUHHUY

Ceprudikar ananisis cxj barpak H.B. 23.03.2021
) (I1.15) (Oania nidnucanisy)

Mepesipus : Xoma T.0. 23.03.2021
(1.1 b.) (Ddama nionucanns)

Pedaryis | Crop.l 31
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Ten. (044) 496-87-87, Ten./basc (044) 238.19-38, Ten./paxc {044)406589-42, Ten. (044) 485-26-57 {ulnomoSosoa)

Ceptudikar akocri N2 040000091578

Biconpon®, Ta6netkn no 10 mr, no 10 Tabnetok y 6nicrepi, no 5 6nictepis B nauyi
1TABJIETKA MICTUTD BICOMPONONY OYMAPATY B MEPEPAXYBAHHI HA 100 % PEYOBVHY 10 Mr

Homep cepil: 10321 Kpaita oTpumysay: Ykpaina
KinbkicTe npogykuii: 51.505 Tuc.ynak. Ne Peectp. noceigueHHa: UA/3214/01/02
Lata BupoBHulTea: 03.2021 Tepwmin i peecTp. noceiguyeHna:  HeobmexeHun

AHania BUKOHaHui no: MKA 13 no PN NeUA/3214/01/02, aminm eig 20.07.2020 p.

HalimeHnyBaHHA nokasHukis Bumorn AHA(cneundikauii) PesynbTaTu BunpoGyBaHb

Onuc Tabnetku Kpyrnol Gopmi 3 NNOCKSI0 NOBEPXHEND 3
hackow Ta puckoio, bnigo-poxesoro Konbopy. Ha
nosepxHi TabneTok [ONYCKalOTbCA BKPaNieHHa, Bignosipae

lpenTudikauyis
biconponony dymapar Ha xpomatorpami BUNpoGoBYBaHOTrO PO3UNHY,

oTpyuMaHin B posfini "KinbkicHe Bui3HadyeHHs",
yac yTpumyBaHHa nika 6iconponony mae
cnisnagartt 3 Yacom yTpUMYyBaHHA MiKa

Biconponony Ha XxpOMaTorpami PO3YNHY NORIBHAHHA

(b) 3 TouHicTIO + 2 % Bignoginae
HapBHUK KOBTWI 3axig FCF CrnekTp nornvHaxHA po3uvHy & obnacti sig 400
(E110) HM 4o 600 HM NOBMHEH MaTKM MEKCUMYM 33 [OBXUHY
xsuni (484 £ 3) um 484 Hm
CepefiHa maca Big 143 mr go 157 mr 161 mr
CynpogigHi gomilwkny '
6ynb-aKol foMilIKK He 6inbwe 0,5 % 0,0 % (<MB)
CyMa JOMILLIOK He 6inbuwe 2,0 % 0,0 % (menwe 2.0%)
OpHopiaHICTL AO30BAHUX Mae signoeigat sumoram
ofuMHNLL
PO3YMHEHHS He menuwe 75 % (Q) 3a 30 xs

Mikpo6ionoriuna uncrora

3aranbHe YKUCno aepobHmX Kpurepin npuianatHocti 1000 KYO/r

mixpoopranizmis (TAMC)

3aransHe YnCno APPKOXKOBNX Ta KpuTepin npuitnatHocTi 100 KYO/r
nhicHaAsux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BigcytHicTbB 11 BipcyTHi

KinbkicHe BU3HaYeHHA
Biconpopony dymapar Big 9,50 mr o 10,50 mr B nepepaxyBaHHi Ha

cepenHio Macy ofHiei Tabnetkm (Ha MoMeHT

O #/ x5 Bip 4805004




' ®
GAPMAK il

Ten. (044) 486-87-87, Ten./daxc (044) 239-18-38, Ten/dakc (044)49689-42, Ten. (044) 485-26-57 {utnogoGoro)

BUAYCKY). Bin 9,25 mr go 10,76 mr 8

nepepaxyeaHHl Ha cepefHio macy oaHlei TabneTku 10,32 mrfrab
Ynakoska Mae signosipati sumoram Bignosigae
MapkyeaHHs Mae Bignosigatu sumoram Blonoeigae
TepmiK npupatHocT): 3 pokun No 03.2024

Ymoew sGepirauua:  36epiratn B opuriHansHil ynakoswl npn Temnepatypi He suwe 25 °C,

KomenTapi:

3aaga npo ceprudikayiio!

Uum n 3aceinuylo, wo BuweskasaHa iHdopmalia € foctoBipHoio i ToyHow. Lk cepito npogykuii 6yro supobneHo (sxniovaloum

ynaKkoBKy/MapKyBaHHA) Ta npoeefeHuin KOHTPOAb 1 AKOCTI Ha HWXYEBKa3aHiN AinbHuLi B esrliBignoBinHOCT A0 BUMOr GMP,

BCTHOBNEHWX MICL@BIM PerynATOPHUM OpraHom, a TakoxK Y BignosigHocTi i3 cneundix 1 ggf@;m .Rﬁﬁh\x;i)‘h:h) bCA Y peecTpalitHomy

fAocbelToprosot nilensit, [TpoTokony BUpoBHULTBA, NakyBaHHA Ta aHaniais 6ynu nep;?- peliTa sctaHoBhEH ;\@jAHOBiAH'{CTb GMP.
/

(Ve \ ¥
PR LT T o"\
Of . _emardena\ gy
LG s Pape A
erg Fdl

fo3zsonexo go peanizayli / po sigBaHTaxeHHA 4
KpasueHko C.M. / 06.04.2021

YnosHosaxeHa ocoba — [poeigHnii ivxeHep BCTaBl

P i
\;t?é,gx

b ol
YKPAIHA, 04080 m. Kuiis-80, Byn. Kupunisceka, 74; Niuensis Ha enpobHuuTeo AE Ne 6374 %},ﬁf 0472015,

Bupo6Huua ainbHuus:

Cepudikat GMP Ne075/2019/GMP eig 10.10.2019; UP/1-530-10/18-03/06 Big 16.01.2020

KouTpons AKOCTi Ta BUAaYa A03BONY Ha peanisayito:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscska, 74; CeigolTso npo atectauito N 390 sig 22.01.2019

Crop.2 32




Ailicwuii va mepumopii Yxpainu

TOB "AKN "®APMAUEBTMYHA ®ABPHUKA"
M. Kntomup
YKpaita, 10014, m. Xutomup, ByA. lePMOHTOBCBKa, 5, T. 48-11-31, 7/¢. 48-11-28

Ceptrndikar cepii nikapcokoro 6y Ne 94 277

rNoAa-slIL®A s
YKPAIHA

1. Hassa npoayxuit:
; 2. Kpaina-snpobHux:
3. Homep peecrpayiiiHoro nocsigueHHs: UA/16720/01/01

" 4. Cuna gii/aKTHBHIcTb: HacToika rnoay nnogie (Crataegi fructus) (1:10) (ekcTpareHT - eTaHon 70%)
5. Nikapewka dopma: HacToika
6. Po3mip Ta TMN NakyBaHHA: no 100 M Y ONaKOHAX 3 MIPKYBAHHAM YKPATHCHKOK MOBCIKD
7. Homep cepii: 110321 Poamip cepii: 26 720 wr
8. lata supobunurea: 6epesens 2021

9. flara 3akiHueHHA Tepminy npuaaTtHocti:  03.2025
10. Hasew, aapecw Ta Homepw nluenHsiT seix Bupo6neHo, BKNIOYAKOUM NAKYBAHHA/MaPKYBAHHA Ta KOHTPONb AKOCTI Ha AINLHMLI 3 BADOBHUUTBA PIAKKX T3 M'AKMX AIK3D-
AlnbHUUb 3 BUpOSHULTBA Ta KOHTPONIO cbHux 3acobis TOB "AKN "®apmauestnyna ¢abprka” 3a agpecoo MUTOMUPCHKa 061, KHUTOMHPCbRARA ParoH, C.CTaHWWIBKa
axocri: syn.Koponbosga, 6.4; niueHsia NeAB 598036; c3iaouTeo npo atectauiro OX/1 Ne127, ceiaourso npo atectauio MBI Ne227

b B Ceprudiratu slgnosigrocti GMP ans BCix ainbHUYb, HaseaeHux y n.10: 028/2018/GMP

i 12, Pesynbrat ananisie:

MoKasKKUKK Bumoru HTQ Pe3ynbratk
Onuc MNpo3opa piduHa 8i0 Moamo-4€peoHoz0 00 HepaoHy8amo-6ypozo Konbopy, 2ipKy8ama Ha cMak, 3i cnabkum Bidnoeidaoe
OpOMAMHUM 3aMaxom; ONMYCKAEMbEA YyMBOPeHHA 0Ccady Npu 36epi2oxHi.
19enmudpixayin AHmouyianu i nedixoarmouyiagHu Bidnosidoe
Mpu Ha2pieoHHI npenapamy 3 X10pUCMOBOGHEBOH KUCAOMOK P 3'A81AEMbCA MerHO-4YepaoHe 3abapeneHHa.
Kucnoma onearonosa Bidnogidoe

Ha xpomamozpami docnidmyeaHoz0 po3vUHy MOE NPORBUMUCA NAAMA PIONEMO8020 HONLOPY HA PiaHI NAAMU
MaKo2o X 3060p8NEHHA, WO HO XPOMAMO2ZPamMi PO3IYUHY MOPIBHAHHA

linepozud Bidnoaidae
Ha xpomamozpami docnidMy8aHo20 POIYUHY MAE NPOABUMUCA NAAMG ¥ O8MO-KOPUYHEB020 KOALOPY Ha PigHi
MAAMU MAKO20 ¥ 3060PENEHHA, WO HO XPOMOMO2PAMi PO3YUHY MOPIGHAHHA

Myemuna Bid 0,879 2/cm3 do 0,907 2/cm3 0,899 2/cm3
Bmicm emaxony He meHwe 65 % Bidnosidae
M, oni2-np Memanon. He Ginswe 0,05% (o6/06) Bidnoaidae
. 2-nponanon. He Ginswe 0,05% (06/06) Bidnoaidae
- Cyxul sanuwox He merwe 0,1 % 2%
Baxckl memanu He Ginvwe 0,001% Bidnogidae
KinexicHe ausnaveHHn Bmicm cymu ¢pnasoroidie 6 1 mn npenapamy, 8 nepepaxyHry Ha 2inepo3ud, mae 6ymu He merwe 0,04 m2 0,05 m2
Mikpobionoziuna vucmoma Joz0nbHe Hucno aepobHux mikpoopearizmia (TAMC) He Ginowe 1044 KYO/mn Bidnosidae

3a2ansHe yucno dpixcdxcosux ma nniceHesux epubis (TYMC) ne binbwe 1042 KYO/mn
Toneparmuux 9o »oe4i 2pam HezamueHux 6axkmepili He Ginsbwe 1042 KYO/mn
Bidcymnicme Escherichia colie 1 mn

Bidcymuicme Salmonella 8 25 mn

06'em emicmy ynaxosxu He MeHwe 3a3n04eH020 HO emuKkemui Bidnosidae
Ynaxoexa 32idHo MKA N3 Bidnosidae
lpapluve opopmnennn ynaxoexku | 3zidHo MKA /13 » Bidnoeidae

| 13. Komenrapi:

14. 3ansa npo Uvm 3acm,q-4y|o Wo HaseeHa Bule m¢opmaum € AOCTOBIp
ceprudikayilo:  nakysaHHR/MapKyBaHHA) Ta NPOBEAEHO KOHTPOAL i AKOCTI H

0 Ta To4Ho. Lito cepiro npoayxuii Byno aupoﬁneﬂo (BRAOvaK0NM
£333HAYEHIN ,qmanu,J y MOBHIA Blp,noal,nﬂoc,'n 3 Bumorammn GMP, BCTaHOBNEHMMM
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Ten. (044) 486-87-87, Ten fdaxc (044} 239-19-38, Ten /daxc {044)49689-42, Ten, (044} 485-28-57 {uinogoBoeo)

Ceprudikar axocri Ne 040000089847

Biconpon®, tabnerku no 10 mr Ne S0

ITABNETKA MICTUTE BICOMPORONY OYMAPATY B MEPEPAXYBAHHI HA 100

% PEYOBUHY 10 MI"
Homep cepii: 71220

Kpaitia oTpumysay: Ykpaina

. KinbkicTs npopykui: 52.551 Tuc.ynax.

Ne Peecrp. noceigyenns: UA/3214/01/02
Tlatd BUpPoSHULTES: 12.2020

Tepmin gii PEECTD. NUCBIQYEHHN: HeobmemeHni
N3 po PIT NeUA/321 4/01/02, 3minm 8ig 20.07.2020 p.
Bumorn AHJ{creundikayi)

AHanis BuKoHakMi fo: MKa

afiMeHyBaHHA NoKazHWKis

Pesynurartu Bunpobysans

Tabnetku Kpyrnel gpopmn 3 nnockoio fIOBEPXHED 3

dackoto Ta pucKor, 6nige-poxesoro Konsopy. Ha

noBepxHi Tabnetok gonycxaoTsca BXPanneHHs.

Bignosipae
‘i.qeumtbixaui;a
6iconponony dymapar Ha xpomatorpami BUnNpobosysaHoro PO34uRy,
; oTpimanii B posgini "KinekicHe BUZHAYeHHA",
i Hac yTDUMyBaHHA nika 6iconpon0ﬂy Mae
§ cniBrnagat 3 yacom YTPUMYBaHHS nika
biconpenony Ha XPOMaTorpami Po3UMHY nopisHaKHA
{b) 3 Tounictio £ 2 % Binnosipae
. BapBHUK x0TI 3axig FCF Cnektp nornvHaHua PO34MHY B obnacTi sig 400
2 . (E110) 1M A0 600 #M nosuHen maru M3KEMMYM 33 [OBKUHN
§ f ; xBuni (484 £ 3) um 487 um
’ i:’ffépe.an Maca Big 143 mr ao 157 mr 151 mr
CynposinHi pomitxn
. BypB-AKGT BOMitIKY He Ginbwe 0,5 % 09 x%
E YMa AOMILLOK He Ginbwe 2,0 % 0) G xxxs

OnHOPIAKICTL no30RaHMK
OaUHUIL

Mae signosigatit sumoram

PosumHenns He meHwe 75 % (Q) 3a 30 xs

.. MikpoBionoriuna yucrora

arajikHe yncno aepobHux
aEMikpospranismis (TAMC)
FIRa f

3aransHe uncno APDKIKOBUX Ta

Koureplit npwiksruoct 1000 KYQ/r

Kputepiit npuinaTrocti 100 KYO/r
NnicHasyx rpubis (TYMC)

:n.. Escherichia coli *

Bigcyhictb s 1 r *
Kinskicue euznavenns

: :fﬁf'cohpopcﬂy Pymapat Big 9,50 mr A0 10,50 mrs nepepaxysauti Ha

CEPeAHIO Macy ofHiel TaBeTky {(Ha moment
M ’Z M ) Crop.1 32
A QY o OHD
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Ten. {044) 496-87-87, Ten./pare (044} 239-18-38, Ten./aKc (044)49669-42, Ten. {044) 485-26-57 {ulnogoGoea)

BUNYCKY). Big 9,25 mr go 10,75 mr 8

nepepaxyeaxHi Ha cepegHio Macy oawici TabneTku ©.98 mriTab
Yrakoska Mae Bignosigat Bumoram Bignosinae
MapkysaHHs Mae signoeigati Bumoram Binnosigae
TepmiH ApuaatHoct: 2 poku Ho 12,2023

= YmoBu sGepiranus:  36epirary s OpMriHanbHii ynakosui npn remneparypi e euwe 25 °C,

(omentapi:

SR nifcTasi nepioguunore koHTpomo. Npote mu nigTeepaxyemo BiANOBIAHICTL gaHol cepii sBumoram H

HSMKB
U veHwe 2,0%
3assa npo ceprudikauii:

. Lium a 3acsiguyio, wo suweskazana iHpopmalr € gocTosipHow | TouHoW, Lo cepiic npopykyii 6yno BrpobneHo {Bxmiodaoun

Ta NPoBeGEHKI KOHTPONb ¥ AKOCT] Ha HibkYeBKasaHii ginsHuyl 8 noBHIK_sinnosigHocTi no sumor GMP,
BETaHk M PETYNATODHNM GPraHoM, a TakoX y signosigHoct i3 cnedundixayi ﬁE@Eﬁ;’c{ bCFI Y peecTpauiiHomy
focbefroprosot ninenalr, MpoTOKONM BUPOGHUUTEE, NaKyBaHHR Ta aHaniaie Bynu nepesi BlANoBiHIcTE GMP,

AR BT TANBACH
/. Aa .
BT CY Ak

Hossoneno go peanisalii / po BineaHTaNKeHHA
. YnoBHoBaxeHa ocoda — fposighing iHxerep BCTaBM KpaeuyeHko C.M.

13.01.2021

Bupobkilua ﬁinbumun:

KotTpone sxocti ta supaua A03BONY Ha peanizauho!
-2 YKPATHA, 04080 m. Knie-80, Byn. Kupuninckka, 74: Celacurse npo atecrauiio Ne 390 sig 22.01.2019

Crop.2 32
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