@-04-351/4.62
AT KHIBCHKHE BITAME HHIH 348007 ) Bupofinews dlrerangs.
Vapaing, 04073, m. Kule, gya. Konuaigensa, 38 T Adpeca: Yipaiua, 03073, a. Kulr, aya, Komuiecera, 35,
Hpuiisapons. measgaxe (44) 461-03-08 Shiyensin cepin AB N 398093 sudana Hepowsaenoto cayyebon
Rosepyitinii siodin (044) 461-03-31 Vapais 3 aixapcerux sacodis g 14.07.2004 p.
Riddia xosupome swovmi; (044) 461-03-34 Coigoymeo npo anie i Supamapit Ne 216 sudase
Hepszasion cxyacton Yepaiim 3 ARapreey 1ac06i
sio U7.07.20i4 p.
Copmudiisam sionesidnorms YO8 BUpOOHIPIRG HFAPCHKUX
Spcoliis BUMCRAN HANEHCHET RUPOTHEOT RPaRIUSY
Ko DO2I2BIGAGMP gie 14,01 2018 p., mepain 00 00

14022021 p.
Coprudsixar cepiil M 13
Haapa npoaysid, SIKIpCkKa opu Anojunin - KB, rabaersu no § mr Howep cepit CR130421
Houep peectpaiiition noenienin o UAARITON0] aie OgserpoRoss ) Poasip cepii 15288 yn.
Cuna i1/ AETHBHICTY Anoanniny deciiaty - 6,935 mr, ) - Hara pupobuuiea 0421
{110 eRBISANCUTHE AMIOIMITIY « 3w}
Poasip T8 11 TRARYBaHHA fio 10 vabacTok y Buicrep; no 3 Gucreps 8 nasud agsa kpalis EpRARAHCTIY
Vypaina
Himnpotosysann uposeacte sa MICL I3 ao PLT N UA/IR3 10101 ) i
) ) ) ) " Crewndicania g0 MESLJT
Ne lokassumi 4K0CTH Jlonyerus Mest ' METOH ROHTPONO Pesyasrar
1| One - Tabaeres miocroubRHApHdHol Qopuit 3 cxoteMiL Kkpuswit § | Ba s [ Bianosinac
prekoss, Sinoro afo sulbie Blnore Koasopy. {Bavaissn)
21 laewonsdixanin VR TpaIoncTOBE CHOKTD BOTHANID sunpofoBysanoro posuwsy, | 38N TAVHDY 2225 Burpuuye
axsony Secsagy sacpaanore y posainl «Kinkicne swsuaenin, 3 ofiaeri sin 300 {Ch-seren)
$154 10 A00 M IORMHEH MATH MAXCHMYM 38 A0BHI Xpusti (36143}
HAL
Ha xposarorpasti sunpoloRyBancro POBMIY, OACPWEHOTY & posaini | 3am 2B, YDV, 2227 Burpaye
«Cynponiani AoMIIKHY, MAT BHARINTRTE DCHOBHE TUIAMA KA plasi {serox TUIX)
DLHOBHOY AAMH HE XpaNaToTpani poasuny noplesanns {8},
winosiyma 1t aa poIsinos TA IHTEHCHREKTI) HOTIMIBHEA, )
3| Oasopumicts A0G0BAHIX Mag putprayEaTd smord *J10Y ' ) an. 3, 0V, 2940, 2223 Barpsiaye
OUHHHID (CP-peron
4 1 Posnangos He Giapne 15 %0 Ban. 4, *DY. 201 {
3| Boma He Binsiue 6,0 % Jan S, A0V, 2512 33
{uanisMixposeTon)
& | Cynposimi Ha Xpostsrorpasti sanpoboysans purniy Gy zib-siatd TEVEIMA, KPIs Jar 6, ¥y, 2227 Burpusye
DML QCHOBHOT, HE MAD NEDIBHILYBATH 34 POIMIPON TR IHTCHCHERICTIO oaero TN
BOTTHERHR MY HA XpOMATOrpami posumy nopisimna (b) (0.5%)
| ae Biapiie ABOX LGS MOWYTE ByTH HHTCHCHBIUINMN 28 FIBNY Ha
xposarorpasi pozaey nopisRs (0 (0,19
T Posuegaes Te meme 15% (Q)3a 30xs Tan 7, AHDY,283,2228 Bnoabian
{Cd-ngron)
3 | MigpoSionorimg Kpurepi? spuilnathocts: Jan. §,
TR Tarnmie wncio sepolim wivpooprauidia (TAMC) FRBY,5.04.,2012,
’ S KYO R e 2613 <190
SaramHe WHCAC Ipbramosi Ta itene 1pudin {TYMC)
S RYO s b <50
Biseyiion Escherichia coli s 1t Bigevmui
9 | Kispkione missanmenns i MOMEHT BHIYCRY Fiponaros sepstiny 1 3an9, )
ANBOIHIBY npuAETHOsTi Y, 2,225
(CoHaCING0s) Bingd, 73 srao 5,25 a1,y BindSMrao 325 M,y {Ch-mgron) 490
HEpEPIKYBAHIE HA COPEAHIO FRpepRYBANEE R COPEAIO MECY
sacy Talaerk Tale T
10| Ynaxosxa Bianosiase a0 susor MK I3, Fa MIGH 13 Bianosiuae
11| Muprysannd SriANC JATRCDIKCHOMY TEKCTY Maprysanus,
121 Yaopu sbepiranng ! migrmwmi N TeMICRITYL R Rete 75 °C,
13 | Tepuin npuaamnocyi ORI o e ) | To (4 25

Anani sneoswut Horapwencura WKLY %iwéwgs,\g i
Rueuosox: Biosinac zm.-isomm} i Ao PIT N t’ié{fgé@ J01A
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Jansa po ceprudinamin: L a 3aCniy @ﬁg{&i@ e Diiopyania £ A0CTosipRoKG 18 To4How, Lo cephio npojyruil Byno supofacno  (BKAOMIOW
NARYBAHHE T2 MAPRYBAHNA) T8 fpoRCIC O RORESSHROCTE Ha sasHaseHifl aaiasuud y nossiil sianosimoct susor GMP, BCTEHOBACHAM MICUSEHM PEryARTOpHUM
OpTANOM, A TAKOR ¥ BlaoRLANCT A0 crciixaidit, axi wicorsen y peecipalifiHomy Ao, Tporoxosns supafiairg, yoakonks | ananisis Gyan neperamuyti i

sovanoiicHo pianouimmicr, GMP. Ceply rotonol nposysuil slamosiaac yn waapiaioen MICHIS ao PH N UAST 831761201 T8 ACRONLETRCR 10 peaiizagl.
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AT, KHIBCBKHII BITAMIHHHI 34BOX"

Vxpatna, 04073, s. Kuls, aya. Komusiscexa, 38 Adpeca: Yxpaiwa, 04073, m. Kuls, gya. Konuniscoxa, 38,

Mpuiiwansxs: mea/gpaxe (044) 461 -03-08 Jlyensia cepis AB Ne 598093 eudana Jepacaanoio crywioio
Komepyfinuii aiodis: (044) 461-03-31 Vapalwy 3 aixapcokux sacobie sid 04.07.2014 p.
Biddin xonmpomo axocmi: (044) 461-03-34 Ceidoymso npo amecmayiv aaGopamopil M 216 sudane

Jepacasnoio cryxchoio Yxpalku 3 sixapcurux 3acobis

sid 07.07.2014p.

Cepmucpinam eidnosidnocmi ysos eupoSHUYMEa AIRAPCEKUX

3acobia sumozam warexcnol supobwunol npaxmuxu

Ao 002/2019/GMP sid 14.01.2019 p., mepuin 01l do

14.12.2021 p.

Cepradsikar cepii Ne 14
Hasua npoayxuil, Aikapceka Gopua Amnonnnin - KB, Tabaerkn no § mr Houmep cepil CR140421
Howm i TIOCBLANEHHA Ne UA/TS31/01/01 e Ge3cTpokoso : Posuip cepif 15296 yn.
Chna i/ axTHBHICTS joauniHy Gecunary - 6,935 ur, Tara supoGuuursa 04.21
110 eXBIBAEHTHO AMIGIHNIHY = 5 Mr) :
Po3sMip T8 THIT NAKYBIHHA ETG 10 TaBreTOK y OAICTEDI; N0 3 GMICTEPH B NAYLI Hasa KpaiiK NpHIHANEHHS i
: Yxpaina
B aAHNA 3 MK J13 no PITNs UA/7831/01/01
Ci ixautis 20 MK JT3

N TIOKA3HHKH XKOCTi nycTHMI MeKi "MeToH KOHTPOMIO PesyasTaTH

1 | Omme TaGnerin MACCKOWMRAPHINOI GOpMM 31 CKoweHuMs kpaimu i | an. | Bianosizac

pnﬂog_m 260 malbke Gi10ro KOALOPY. (BizyaIbHO)

2 | laewrndixauis Yastpad Bl CREKTP NOrHHAHHS BUNPOGOBYBAHOID POIYHIY, 3an. 2.A, *idY, 2225 Birmpumyc

amnoauniny Gecwnar onepxanoro y poanisi «KinkKicHE BHIHEYEHHAY, B ofinacTi Bia 300 (Cd-meTon)
1z 10 400 HM MIOBMEEH METH MIKCHMYM 32 JOBAHHH XBHJi (36143)
HM.
Ha xpomatorpasi BHIPoGOBYBAHOTO POIHIHHY, OACPKEHOTO B poanini | 3an. 2B, *JidY,2227 ButpaMyc
«Cynposiani ZOMIIKKY, MAE BUABAATHCA OCHOBHA IIAMA Ha piBHi (meToa TILIX)
OCHOBHOT NIAMH HA XPOMBTOTPANI POSYMHY NopiBHAHHA (8),
pianosinna i 3a ipOM Ta IHTEHCHBHICTIO NOTIHHAHHA. o
3 | OanopiasicTs A030BAMIX Mage BHTPHMYBATH BHMOTH IOy 3 3an, 3, *A0Y, 2.9.40,22.25 Buriphmyc
OHHHIL (0@2%
4 | Poanananns He Ginsine 15 xp 3an, 4, *A0Y, 29.1 1
5 | Bona He Ginsme 6,0 % 3am, 5, *AOY, 2512 32
(HanisM
6 | Cynposimi Ha xpomatorpami Brnpolosysanoro pojuniy Gy/b-aka naaua, kpin | 3am. 6, *A0Y,2227 Burrpumye
JOMILIKH OCHOBHOI, HE MAE NEPCBHILYBATH 38 POIMIPON T8 iHTEHCHBHICTIO (meToa TLLX)
TIOFMHAHKA TUIAMY H3 XPOMATOTpaNi poIuuKy nopisiaiia (b) (0,5%)
i e Ginplue ABOX NASM MOAKYTH GYTH (HTCHCHBHILINMH 33 ILIAMY H8
XPOMETOIDAMi POIHHY NOPIBHAHNAS (c) (0,1%)
7 | Posumsietins He menme 75% (Q) 3a 30xa 3an. 1, *A®Y,293,2225 Bianosiaac
(CD-meToi)
8 | MixpoGionoriusa Kputepil npuinatHocT: 3an. 8,
YHCTOTA Jarabhe YHC0'aepobHHX Mikpoopranianis (TAMC) DY, 5.14,2612,
-10'KYOsr, 26.13 <100
JaraneHe YHCIO APIDKOpHX Ta Nniceseanx rpubis (TYMC)
~10°KYOslr. <50
== B icTe Escherichia coli B 1r. Biacyri

9 | Kinexicue BisHadeHHA Ha MOMEHT BHITCKY [pomsrom Tepminy 3an.9,

Aunomantiny oY, 2225

(CxHxCINOs) Bind,75 ur o 525 Mr, y Bind,5 ur 20 5,25 Nr, ¥ (C-metom) 4,96
nepepaxypaliii Ha CEPEaNIO NCpepaxyBakHi Ha CEPEAHIO Macy
Macy TalneTkH TabreTk i

10 | Ynaxoska Bianosimio a0 susor MICH JI3. 3a MKA Bianosinac

11 BAHHA B

12 | Vwmoru sbepiranus i He sume 25 °C.

13 | Tepmin mpuaaTsocTi £ | Jo 04 25
Anaii3 BHKOHAIR: Ny @ .
Bucnosox: Bianosinac sumora MK- ,mq 1
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Jassa npo ceprrdixauio: Lium 5 3ucsizuyio, Ha BUIne (HBOPNALLS € AOCTOBIPHOI Ta ToUHoI0. Lo cepiro mpoaykuil Gyno BUPOOIEHD (BKMOHAIONH
NAKyBaHHS T8 MUPKYBAHHA) Ta NPOBEACHO KOHTPOAL axOCT] HA Me3HAYCIRbTERMAL Y NOBHIN 8iANOBLABOCTI BiMOr GMP, BCTRHOBACHHNM MICUCBHN PCTY.WTOPHHM

Tporoxonn aupoGHHLITEE, K3 | AHANIZEE GYIH NEPErnAnyTi i
MICS J13 no PTT Ne UA/7831/01/01 Ta A0TBONAETHCR A0 peanizauii.
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AT ,KHIBCbKHH BITAMIHHHH 3ABOJ”
Yipalna, 04073, m. Kuls, eya. Konuniscwxa, 38
Tpuiivansus: men/haxe (044) 461-03-08
Kosepyiinui eiooin: (044) 461-03-31

Yipaiwu 3 2
Csio

Bupofinuua dinvnuya.,
Adpeca: Yxpaina, 04073, m. Kuls, ey, Konuniscoxa, 38.
Jiyensia cepis AB Ne 598093 eudana epacasuon crymcboro
ixapcokux 3acobie 6id (4.07,2014 p.

Biodin xonmpomo sxocnii: (044) 461-03-34

npo yito nabop

¢t

8i0 07.07.2014 p.
Cepmucpixam sidnogionocmi ymos eupobuuymea rixapcorux
2acoBis SUMOUM HARCHCHOT BUPOBNUYOT NpaKmUKU
N 002/2019/GMP gio 14.01.2019 p., mepin 6ii oo
14.12.2021 p.

Ceprudikar cepii Ne 15

@-04-35178.02

pit Ao 216 suoane
HAepaicasnoo eayocbor Yepainu 3 nixapcoxux sacobis

Hassa npoaykuii, nikapcbka popma

Amaopunin - KB, Tabnerkn mo 5 mr

Homep cepii CR150421

Homep peectpauifioro nocsiadenss Ne UA/7831/01/01 nie Besctpokoso

Poamip cepii 15311 yn,

Cunia iV/ aKTHBHICTS Amnopuniny Gecunary - 6,935 mr, Jara supoSuuicrea 04,21
(110 EKBIBATCHTHO BMIOAANIRY - 5 Mr)
PoaMip Ta THI NaKyBaHNs Tlo 10 Tabnerok y Gaicrepi; no 3 Onicrepw » nay | Hazsa kpaiiu npusHavcHun
Ykpaina
Bunpobosysanns nposenese 3a MKS J13 no PIT Ne UA/7831/01/01
Crieunixatis 10 MKS JI3
Ne Ilokasnuki sxocri JlonyeTumi mexi Meroau koutpomo Pesynbrany
I | Onue TaGaerkd naockoLmninapuanol QopMst 31 CKOWCHHMH KpasMu i | 3am. | Biariosiae
PHEKOIO, Gi1oro ado Mahike Binoro konsopy. (Bi3yanbHO)
2 | lnewrugikauis Yartpadionerosiil CIEKTp NOTHHAHHS BUNPOGOBYBAHOrO posunny, | 3am. 2.A, *JI0Y, 2.2.25 Burpumye
amnoauniny Gecunar onepxancro y posuini «Kinukicne susnauensan, 8 obnacti sia 300 (CO-meron)
HM 10 400 HM NOBHHEH MBTH MAKCHMYM 38 ROBXKHHM XBuIi (36143)
HM.
Ha xpomatorpami sunpofosyBasora poausiny, oaepxanoro s posaini | 3an. 2.8, *[bY, 2.2.27 Burpustye
«Cynposizni OMitKH», MAE BHABASTHCS OCHOBNA NIAMA HA PiBHI {merox TIIX)
OCHOBHOT IIAMM HR XPOMATOrpaMi POsumHY nopisHaMs (a),
BIANOBLANA Il 38 POIMIPOM T8 IHTEHCHBHICTIO NOTTIHHARKS,
3| Ounopinnicrs no3osanux Mae BuTpuMyBaTH BuMorH *JIOY 3an. 3, *JloY, 2.9.40,2.2.25 Butpumye
OJIHHHAL (Cd-merom)
4 | Poanapasing He Ginswe 15 xs 3an.4, *J1dY,29.1 |
5 | Boma He Ginbtue 6,0 % 3am. 5, *[I0Y,2.5.12 32
(nanismikpowmerozn)
6 | Cynposimni Ha xpomarorpami sunpoGOBYBaHOTO po3uuHY Gy/lb-AKa IAMA, KpIM | 3a 1L, 6, *JlY, 2.2.27 Burrpumye
JOMILKY OCHOBHO[, HE MAC NCPEBHILYBATH 34 PO3MIPOM T8 {HTEHCUBHICTIO (meton TILIX)
TOrIHHAHHA TUIAMY HA XpOMaTOrpami posyuy nopisrsns (b) (0,5%)
i e Ginbine ABOX MM MOXYTS byTH IHTCHCHBHILINMH 38 TUIIMY Ha
Xpomatorpani posuuy nopisasus () (0,1%)
7 | Posunnenua He menme 75% (Q) 3a 30xs 3am 7,*19Y,2.93,22.25 Bianosinac
(C-meTonm)
8 | MikpoGionoriuna Kpurepil npafinstrocti: 3am. 8,
yueToTa 3aransHe yucno acpobuux Mikpoopranismis (TAMC) DY, 5.14,2.6.12,
-10°KYQ e Ir, 2613 <100
Jaranee YMeno APHIGKOBHX Ta nticenenix rpuGis (TYMC)
- 107KYO s Ir. <50
Bincyriicrs Escherichia coli s Iv. Biacyrni
9 | KissKicHe Bu3nasenns Ha MOMEHT BUIyCKY [Iporsrom Tepminy 3an. 9,
Asnominiuy TPUAATHOCTI DY, 2225
(CHasCINO5) Bia 4,75 nr 0 5,25 Mr, y Bind,5 mr a0 5,25 mr, y (Cd-weron) 4,80
TepepaxyBanHi Ha CepeiHIo TIEPEPAXYBAHH] Ha CEPEAHIO Macy
Macy TabneTku TabseTkH
10 | Ynakoska Binnosigso a0 sumor MKA J13, 3a MKS$ 13 Bimosisae
11 | Mapkyranus 3riHO 3ETBEP/UKEHOMY TEKCTY MBPKYBAHNA,
12 | Ymosu 3Gepiranus B opurinanssilt ynakosui nps TeMnepatypi He sume 25 °C,
13 | Tepmin npuaarnocti 4 poKi Jdo 04 25

Ananis ukonann: [oropakencska O.M Ekyyina MO,
Bucnosok: Bianosizac simorav MKSII3 2o PILN: 1A/ 78%
i

OPAHOM, & TAKOK Y BLANOBIANOCTI 10 crieuidixatlil st
BCTaHoBNeHo sinnosiaticts GMP, Cepis rotosol npoaykuil sianopinacss

VYnosrosaxena ocoba
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¢ iye inopmaLix € R0CTOBIPHOI Ta To4HOW, Lk cepito npoxykuii Gyno BAPOGACHO  (BRAIONAOMH

RKOCTLMa 3a3naueHin Ainbiuul y nosHilt Bianosianocti sumor GMP, BCTAHOBACHHM MICLICBHM PeryiIRTOpHIM
guituany zochbe. TTpotokos BpoGHHLTEA, ynakosky | ananizis Gymm nepernsHyTi |

dxanitsikocti MK J13 nio PIT Ne UA/7831/01/01 Ta 20380RS€THCH 210 peastizauii,




D-(4-33174.02
AT KHIBCBEIH BITAMIHIEH 3ABO”
Srpatia, 04073, m. Kuts, aya. Komavigesna, 38
Ihmiicuns: measshare (044} 464-03-08
Kosepyiimns siodin: (044) 461-03-31
Bivain wesonpoan sxpomi: (044} 4610334

Bupabmna Oissmys,

Adpeca: Yepuina, 04073, m. Kule. sva Konuuiscsra, 358,
Hiyenzin cepis 4B Ne 398093 sudana Jepacaanoo eyt
Vapain s sivapewvu sacolis 610 04.07.20i4 2
Csitonman nps amecmayin aubopanopit N 216 susane
SHRHOI CAYIDOK YXPGIRG 3 ARGPORRUX Jecubie

gl 07.07.2014 p.

Cepnignran «idnosionacmi yaos supotmamea aixapeumx
HUCOOIR BIMGE dae Rl Bupebuimol npaxmus

Ao GRADGIUGMEP w0 14612089 p., mopain it 6o
i4.42.2021 p.

Cepradinar veplf N 18

Amaomunin - KB, raaerxu o 5 mr
No UATBIVBIAOL ade Seserpuross
Aspavauniny Geosnry - 5,935 mr,

Hasna npoayxiil, sisapesa gopma

Homep cepii CR180421
Poamip cepii 152789 v,
Hata pupobunurea 0421

Hosen pecerpanilinoere nocsimenis
Craa Y awmsricns

(0 srBiaICHTHD AMICINIRY « 5 urd

Possip 1o THI nuKyRIEN

o 10 rafiaerox y Suicreps; 1o 3 Buicrepy » nasitl

Yxpaing

Hassa gpaluy npniguedns

Bunpotopyeanny nponeacne s MICH 113 a0 P M UASS3 10101

Creundixania ao MK 13

hel Horasunkn sgoeri Homyverami siemi Merom sorpono Pegvawrar

e Tabaeran nAOCHOIIPHIHGT GopMy 31 CROWERDG! kpasi 3 | a1, | Bianosime
prexo, Biaoro alio matiwe Giners somapy. {wigvamno}

30 lnesrudicaia ¥ aurpudionetonnll cHektp norHnaeg snpoloBysanoe pustiry, | Jan LA, $JBY, 2225 Barrpusye

AMIIITHY Setar

ACPIKANOIG ¥ po3alal wilianicue sisnaueias, § ofaac nix 300
vin 0 A00 B8 NOBMHCE MATH MIKOUAMYS 33 A0REHH Xaun [BI3EXY
HLECN
Ha xpossarorpasi 2urpobouy BHOo posImey, Gaepancrs » P33
SCYRPOBIAHT JOMIERES, MAC BHARIATICH GCHOBNG TUHAY U plasi
GUHUBHOT GARME 43 XPOMTTOrpUME POSUIIY ROPIBASHNS (1),
BLANOBLANE T 38 pOIMIDUM T8 FTICHCHRMICTIO HOT AL

i

{Odrmeron)

3au 2B, Yy, 2237
Omerog THIX)

31 Unnopiasions 20308a6mx Mae sTpmysaTa aisery *H0Y 3am 3,210, 2.9.40,2.2.25 Hurpusyt
S LD (Ctheseraa)
4 1 Ponngaass He Susane 15 xn Jun 4, ¥HaY, 291 i
5 Bosa He Glapme 6,0 % a3 00V, 2512 3.0
{nanismixnomeron)
Cynponiant Ha xposarorpasd sunpolosysancro poassiny Oy-1x8 Hiama, Kpist Jas 6, 4 JUbY, 2227 Burrpasye
F e OUHOBHOT, HE MUE IEPOBHUIYEATH 58 POIMIPOS T8 BITCHCHEHICTIO {verog THIX)
FOLNRGHER IAEMY #8 XpoMurerpast poramy nopismasas {B) (0.5%)
{ si¢ Slaeiie RO BASM MOUYTR S0 ITSHO RTINS 18 1R MY 3
XPOMATOTRAMI possany nopissanng () (0,19
7T} Possmenna He menme 75% (Q) 32 10xx

3an 7,0 00Y, 29322258
Gomsgeero )

Bianonime

¥ 1 MuxpoBionorivsg
WHOTOTH

Kpurepit nprituarao;
Suramere wicio acpolunx ixpoopranizuis (TAMC)
S KYO B I

381§,
MRY, 8042612

B

2,613 <34
FAranbie YuCAD APDEIBROBIX T4 HIICERBiN rpufii {TVMO)
P EYO s I <50
Binevrsicr Escherichio colis tr Bizcvrai
& Kipsivs svsuasenig Ha sonenr syery Hposros tepuiny 3a 9.

ANGAHINY DEHARTHOCTS FIbY, 25

(ot CINO Biad 75 mroo 3,25 ur, v BiadS mrao 323 wr, v {Cdaeron) 4,96
HePEPAXyRAH] HA COREIING HEPUPAXYBULHT HR SOPEARIO MiCY
MALY TalaetRn ralinerry

0| Yaoaxows

Bigaosinns 40 samor MK

3u MK I3

Branouiae

Mapiypanus

BriAH0 RTRLPIECHONY TCRCTY MapKYBIIIA,

i
2 1 Yaosn sbepirmms
3 1 Tepuin npwaanioct

B opurisannisiil viakosi ipi Tesnenaypl ue e 18 oL
dpofie o

Jdoo 04

25

Analy mouamt: Toropaencexa Qﬁ
Buenosor: Bianosiase snsoras WKLY

Hawwrpix BRI

Jaana npo cepribikagion L g 3:&;&}1»2‘;"’:'0, I Hie
ORYBUHIGE T MAPKYRIHEA) T8 EPOBLALHO ROBTPOL S¥00Ts s essasenili
CRYANOM, 4 TEKOK ¥ BLINORM0CT 10 cnewsshixaui, mki sicrarnes Yy pos
seTasesagHo Bianosimico, GMP, Cepin rotosst nporvsull sianosiiae

¥ nosHonaaens oeuda

A~ (LY
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sie indopMaRis € JICToRipio Ta Touneo, Lo COpio oyl Gyao supodamie  (BRoNaIONH
Alnbastd y nosui nianosiect] sumor GMP, soTanosscHi MICHERI BEFYANTOPHIA
ity aocsy. NpOTeROAN supotHIIIEs, VIMKORKY § ananisiy Gymu neperasyn §
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AT ,KHIBCBKHH BITAMIHHHH 3ABO1"
Yupaina, 04073, m. Kuis, eya. Konuriscoxa, 38
Hpuiiansus: men./gaxe (044) 461-03-08
Komepyiinui eidoin: (044) 461-03-31

Biooinr xonmpomo axocmi: (044) 461-03-34

Bupobruua olrenuys.
Aopeca: Yepaina, 04073, m. Kuis, 6ya. Konuaiscora, 38.
Jliyenzin cepia AB No 598093 suoawna Aeprcasrow cayreton

@-04-351/6.02

Vupainwu 3 mixapcvrux 3acotie aio 04.07.2014 p.

e

gid 07.07.2014 p.
Cepmughixam gionosionocmi YM08 6UpOGHUYMEA AIKAPCHRUX
3ac00is sUMO2am HAneXcHol 6UPoGHUNOT npakmuxy
M 001/2022/GMP i 05.01.2022 p., mepuin it do
05.11.2024 p.

Ceprudikar cepii M 19

Caidoymeo npo amecmayiro sabopamopil M 216 sudawe
PHCABHOIO CTYHCOOI0 Yipainu 3 Aikapcurux 3acobie

Hasea npoayxuii, nikapceka gopma

Amaoaunin - KB, Tadjerkn no 5 mr

Howmep cepii CR190422

Homep peccrpauiiiHoro nocsuIMeHHS No UA/7831/01/01 nie Ge3cTpoKoBO Poawmip cepii 15147 vn.

Cuna ail/ akTHBHICTL Amnomnniny Gecnaary - 6,935 mr, Hara supobunursa 04.22
(110 EKBIBANEHTHO AMAOAMIIHY - § Mr) .

Poamip Ta THII NAKYBAHHS o 10 taGacrox y Oaicrepi; no 3 GAicrepH B nakii Hassa kpainn npusnascHis

Yxpaina

Bunpobosysanna nposeacue 3a MKS J13 no PT1 Ne UA/7831/01/01

ikauwia o MK JI3

Na ToKa3HHKH SKOCTI Jlonycrimi mexi MeToaH KoHTpomo Peavnbrath
1 Onuc TabneTkn NAOCKOWANIHAPHYHOI GopMM 3i cxomcHmmu kpasmm i | 3an. | Bianosizac
prckoio, 6inoro abo Maltae Giioro KonLopy. (BizyanuHo)
2 | laenmdikauin VYastpadioncTosuii cnickTp noraunanHa Bunpobosysanoro poumny, | 3an 2.A, *JIdY, 2225 Burpumye
amMaAoanMniHy Secaat ofepxkaHoro y poanini «Kinekicie sisnauennay, B obnacti aix 300 (Cb-meTOn)
M 10 400 HM NOBMACH MATH MEKCHMYM 32 NOBXHIH XBimi (36143)
HM.
Ha xpomarorpami BunpoGOBYBAHOIO POIUHHY, OACPXaHOIO B posnim | 3an. 2.B, *JIdY, 2.227 Butpnmye
«CynpOoBiIHI NOMILIKHY», MAE BURBASTHCH OCHOBHA IUAMA HA PiBKI (meron THIX)
OCHOBHOT MUTAMM Ha& XPOMATOTpaMi po3uiHy nopisuamua (a),
BIANOBEHA TH 33 POIMIPOM Ta IHTEHCHBHICTIO NOMHHAHHS.
3 OaHOPIAHICTh A030BAHMX Mae suTpuMyBaTH sBumorn *JIOY 3an. 3, *JIDY, 2.9.40,2225 Birrpumyc
OZHHHLL (Cth-meron)
4 | Posnanauns He Ginbie 15 x8 San 4. *JIPY. 29.1 2
5 | Boma He 6insme 6,0 % 3an 5, Y, 25.12 34
(nanisMixpomeTon) z
6 | Cynposimmi Ha xpomarorpasi sunpoBOBYBAaHOIO po3unHy Oyab-AKa [LAAMA, KPIM 3an. 6, *ADY, 2227 ‘Butpimye
JOMITIKH OCHOBHOI, HE M3€ NepeBHLLYBATH 32 PO3MIPOM TA IHTEHCHBHICTIO (meron TLIX)
TOTIHHAHHA MAAMY Ha Xpomartorpami posusny nopisnsmina (b) (0,5%)
1 He Ginbiiie JBOX MIAM MOKYTE OyTH IHTCHCHBHILENMH 33 MIAMY Ha
Xpomarorpasi posunny nopisusnng (c) (0,1%)
7 Posuunenna He menme 75% (Q) 3a 30xs 3an 7,* 1PV, 2.93,2.2.25 Bianosizae
i {Cd-meTon)
8 | Mikpobiosoriuna Kpurrepil npudtustrocTi: 3an 8,
YHCTOTA JaransHe wHcno acpobuux mikpoopranismis (TAMC) *Ndy,.5.14,2612,
-10°KYO B Ir. 26.13 <100
SaranbHe YHCHO APIAUKOBHX Ta naicencsnx rpubin (TYMC)
<10*KYO s Ir. <50
Biacyruicts Escherichia coli s 1r. s Biacyui
9 | Kimskicte BH3IHAMEHHA Ha momeHT BINyCKY IlpoTarom Tepminy 3an.9,
AMnoanniny NPHAATHOCTI *NdY, 2225
(CaoHzsCINZOs) Bin4,75 §r o 5,25 Mr, Y Bin4,5 mr 205,25 mr, y (CP-meTon) 4,95
NEPEPAXYBAHHI HA CEPLIIO TIEPEPAXYBAHHI HA CEPCIHIO MACY
sMacy TabneTsu TabneTxu
10 | Vnakosxa Bianosinxo a0 susor MKS JI3. 3a MK JI3 Bianosinac
11 | MapkysaHHsa _ 3riHO 3ATBEPIKEHOMY TEKCTY MAPKYBAHHS. f
i i i 1 MpH TeMnepaTypl He sime 25 °C. ’
Jlo 04 26

VnosHoBakeHa ocoba

OpraioM, 8 TAK0XK Y BLANOBIANOCTI 10 cncuuq:un '- i MiCTATLCS Y peccp
peTanosacHo sianosianicts GMP. Cepia roTosol npoaykiuii sianosisac 3a

Imapryu LB, <

. i amy
?Bglm}ﬁbm 103
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; D04-35178.02
. Bupobnuna dinemuys.

Adpeca: Vipaina, 04073, x1. Kuls, gys. Konuniscexa, 38.
Jiensia cepin AB Ne 598093 audana fepacasnod cxyachoe
Vipatiu 3 sixapeurux 3acobls 6o 04.02.2014 p.

Caidoymeo npo amecmatjio aasopamopit Ne 216 sudane
Hepacasnaio cayxobow ¥xpaluu 3 Aikapcerux sacobis

8i0 07.07.2014 p.

Cepmughixam sidnosionocmi ymos supoSuunea Aikapeoxuy

AT KHIBCBKHIT BITAMIHHIHE 3480/7”
Vupuaina, 04073, a. Kuls, sya. Konusiscexa, 38
Tpuiisanonn: men/ghanc (044) 461-03-08
Komepyiivi sidoin: (044) 461-03-31

Bidein xonmponio akocmi: (044) 461-03-34

FACOOIR BUMOLAM HAABHCHOT Oruyol np U
Ne 001/2022/GMP i 05.01.2022 P, mepain O do
05.11.2024 p.
Ceprudigar cepii No 22
Flaana npoayKi, JKapcbka QopMa Amnopunin - KB, Tabaerkn o S mr Howep cepii CR220422
Hosep peccTpaniiinoro HOCRIAUEHHA Noe UA/T831/01/01 e Gescrpoxose Posmip cepif 15318 vi.
Cuinta it/ akTBHiCTS Amavaunidy decnnary - 6,935 mr, | Hara supoGunursa 04,22
. ¥ (110 exniBaALHTHO IUIONTINY < § MT) ; 5 : .
Po3Mip i THI NEKYBAHHS Flo 10 aBaerok ¥ Gaicreps; no 3 Guicrepit B nawl Hazsu xpainy npH3saucHHA
; : ! Yrpaina
BunpoGosysantis nposeaere sa MK JI3 o PIT Ne UA/7831/01/01
Creundixatis a0 MK J13
Ne Tokasuuku sxocH Honyermi siexi Meroay Koriposio Peavivrars
1 | Onue Tabaetsu  WIOCKOUMAHAPHUHOL hOPMU 31 CROUGHUMH Kpaawit | 3an. | . Bianosiaae
piekoio, Giaoro abo Maitie Giaoro KOIEOPY, (Bigyaasuo)
2 | Lzewrwdixauis Yasipadionerosuit CHEKTP HOFAHIAIIHS BHPOGOBYBAHOTO posurRy, | 3an, 2A, MOV, 2225 Butpumye
amstosmniny Geewnar OAEPKAHORD ¥ poaatii «Kinpkiche nranaterim, & obaact aia 300 {Ceb-meron)
1M 0 400 1M HOBHECH MATH MAKCHMYM 38 J0DsKuRN XBHAT (36143)
HM,
Ha xpomarorpasi BunpoGoByBanoro posuuHy, 0ASpKanoro s poxtiai | a1 2.8, A0V, 2227 Birrpusye
«Cynpoiani AoMimkim, Mac BIGL/IITHCH OCHORHA IIINE Ha pinni {meroa TILX)
OCHOBHOT TLASME HA xpomnmrpam POIHUY OPIBHAHNA (8),
Biatoniana Tif 38 posMipos Ta IFCHCHBRICTIO HOMIRHANIA, :
3 | Oanopiaicrs gosonanux Mae BHTPHMYBATH BHMOIH *}IKDY 3an. 3, XY, 2940,2225 Butpusye
OIHHHLLD {CD-meTon)
4 | Posnanauus He Giaswe 15 x8 Jan. 4, DY, 291 S 2
5 | Boma He Giapine 6,0 % 3an 3, YIOY, 2512 32
: (HANTBMIKDOMETON)
6 | Cynposini Ha xposmarorpasi siipoGosysanoro posauuy Oyas-axa muina, kpiv | 3an, 6, *JdY, 2,227 - Bupumye
HOMITIRI OCHOBHOT, 1E MAE HCPSRHULYBATH 33 POIMIPOM TR IRTEHCHBHICTIO {mevoa TIIX) :

ROFAHHAHHS TIAMY Ha Xposarorpari posunsy ropisnsi (b) (0,5%)
i He Ginbie anoX NIAM MORYTh OYTH IHTCHCHBHITIMMIL 38 NAAMY HA
Xpomarorpanti po3auny nopisnsis (¢) (0,1%)

7 | Posuumenus He menue 75% (Q) 3a 30xs P Ban 7, MDY, 293,2225 Bianosiza¢
. : {Ch-seTon)
8 | Mikpobiosoriuna Kpurepii nputinaraoct: 3an. 8§,
YHCTOTE 3ara:1we HHCA0 AePODHIX Mikpoopraniwin (TAMC) MDY, 5.14,26.12,
1P KYOs i 2613 <100
3aranbHe HHcay ApLKIKOBHX 1a naicenesux rpndin (TYMC)
-10°KYOu Ir. <50
Biacyruicts Escherichia coli s 1r. Biacyrai
9 | Kigpkicne su3naueHus Ha momenT paniycky [poTarom Tepuiny Jan9,
Asmaonuniny NPHAATHOCTI Y, 2225
(CxHaCIN;O5) Biad,75 Mr a0 5,23 M1, ¥ Bixd,S Mrao 525 ur, y (C-meroi) 499
NEPEPAXYBAHHi Ha CCPEaHIO NEPEPAXYBAHHI HE CLPEIIIO MATY
Macy Tabnercu . Tabaeriu
10 | Vnaxonka Bianosiuio no suor MKA J13. : 3a MKA 13 Buuiosigae
11 | Mapkysanus 3riZno 3aTHCPIREHOMY TEKCTY MADKYEANHA, :
12 | Ywmosu sGepiranus B opirinansuiil ynakobui npi teMneparypi e sie 25 °C,
13 | Tepuiu npuaamwoen 4 poxut | Ho .04 26

Anania Bukorank: Kosapesosa T.0., Ceppyx BH
Bichosox: Bianosinac sumoras MICE. 5

Huuanpiig BKA Knru Q‘i@

gt
Baasa npo ceprudirauio: L a 3&5;}1&3&0{ 10 naseeHa puifie mcbopmaum € rmmmpuoro ‘ra Tounolo. Lo cepio npoaykuif Gysio Bupoﬁneno {BKTIOUAKOHH
NaKyBaHNS T2 w.pwysmmn) 13 npone& xmmnsxgg& ﬂasmuaqemﬂ AinpHAud y nosiiil sianosiguocti susor GMP, BeTaHOBACHIM MiCUSBIM PETYARTOPHIM
OPIaHOM, @ TAKO# ¥ BIANOBIAHOCT 10 ch@@ggnmy {CTATLCA ¥ PeCCTPALLTTHOMY JIOCLE. ﬂpmoxcnu BHPOOHUITER, yRakosxy | ananizie Gyau neperagnyri i
BCTAHOBACHO BianoiicTs GMP, Cepia roT0BoHpoayKuii amnamsme € 3a fokazitkami skocti MK JI3 zio PITNe UA/7831/01/01 1a s1038078€THEH 10 peaiisaitil,




D-04-351/8.02
AT KHIBCHKHH BITAMITHIH 34807 Bupoduuna disvwuna,

Vapatua, 04073, m. Kule, gga. Komuiscoxa, 38 Agpeca: Yepaiva, 04073, 5, Kuls, sya. Komuiscora, 38.
Hputeaneus: measpare ((44) 461-03-08 Hiyenzin cepin AB Ne 598093 sudana Hepacasnoio caymchion
Kosepyiitewsi gidoin: (044} 461-03-31 Vipainu 3 aikapeerux suceble sid 04.07.2014 p.

Bidcin xoumpono sxoomt: (044) 461-03-34 Cwidoymeo npo amecmaiin aatepamopil Ne 216 sudane
Hepwaanaw caymcbors Yepain 3 aikapevkux sacolis

wio 07.07.2014 p.

Cepmiupizam gidnosionocmi ysos supolinwpmea zikapeskux
sacodia aunopas narexcnol supoGruol Rpaxmuky

No Q027200 9/GMP g0 1404.2019 p., mepsiin 01 6o
14122021 p.

Ceprifigar cepil Ne 22

Q

Hansa npoaywii, aikaperka opaa Amuomanin - KB, radnersur 1o 5 mr Hontep cepii CR220521
Howep peceTpuiiiingro noesinLens Je UA/TRI /0101 aic Gescrpokong Ponsip cepii 15451 yn.
Cung gl axtansicn Asaoauniny Gecunary - 6,935 ur, ara supoGunursa 03.21
{140 SKUIBANCHTHO AMAOIMNINY - 5 MT)
PosMip T THIE Hakysaiui o 10 vatnerox y Omerepi; no 3 Gaictepn b nasui Haina kpaiky npHIHaseuna
Yipaina
BunpoBonysanns nponesens 3a MK I3 no PIT Ne UA/7831/01/01
Criembixauin 20 MK JI3
Ne TiokasHukn axost Honvena sewi MeTomm Kostpomio Peavamamy
1| Onue Tabnerxs niocKowAiApstiiol Gopuu Al CkOweHrMH Kpasan 1 | 3aa | - Bianoniwe
pHekoI0, Siaoro afo saibwe 013070 Kemopy. (nizyasbno}
2 lzenradikauin Yautpathiosctonidt cnekrp noranHamin sunpoSonysanors poasnmy, | 3an, 2A, IOV, 2223 Buvtpusye
asHiy Geciar oaecpwanoro y poraini «Kiaekicue sisnasennan, 5 00aacti sin 300 (Ceenreroim)
1M 0 400 s HOBUHCH MATH MAKCHMYM 30 A08munH xeinl (36143)
HM.
Ha xposatorpasi BanpofonyBanoro poisimy, oiemeanoro s powiiai | 3an 2.8, *A0Y 2227 Birrpinseyc
«WCynpoRiziE: ACMILIKIS, MRE BHABATHCS OCHOBLA BARMA Ha pibi {meron THEX)
OGCHOBHOT 1AMt 13 XpoMaTorpasi posdiEy nopisiguns {(aj,
) ) BiAnoRiaHE H 33 POIMIPOM T8 HICHCHRIICTIO HOTIMHANHA, ) )
3| Onsopizmicrs A03088HHX Mac sirpunmysarsy susori *JDY ' Jan 3, DY, 2040, 2225 Barrprsye
O HIIE (Crlrmeron)
4 | Poanasainn He Giaviee 15 xn Jun. 4, DY, 291 |
5 | Boma He Ginpe 6,0 % a5, 00V, 2512 4,1
(Hanisstixposgion
6 | Cynponigui Ha xposarorpasi suapofosyBAHOTO POSIY Gy h-HKa WM, Kpiv Jan. 6, *JdY, 2227 Burrpiinye
JOMItKH OCHOBHOL, He MAC BEPCEHEIYEATH 38 POIMIPOM T8 IHICRCHERICTIO {meron TIHEX)
TROFIHANAA SUMY BA XpOMaTorpami pozwisy nopissanna {b) (0,5%)
1 11¢ OLABILS JBOX MIRM MOKYTE DyTH IHTEHCHBIIUMMY 32 ARMY HA
Xposarorpavi posushy nopisusiuis (¢) (0,1%)
7| Posusuenns He senne 75% (Q) 3a 30xs Jan 7,4 40Y,293,2225 Bignosizae
{CaP-meT02)
8 | Mixkpofivaoriuna KpurepH aipaiinatHocti: Jan &,
MHCTOHS Faraashe wueno acpoling Mikpoopranisis (TAMC)Y YIbY, 514 ,2.612,
S KYGoadr 2613 <108
Jaraapie ¥Hoao APLRGROREK Ta naicenennx rpulin (TYMC)
A RYO s I <50
Bincvruicty Escherichio colin 1. Bigeymu
9 1 Kistgicue suanaueta Ha MOMEHT BIUIYCRY Fipowiros tepsiny Jam 9,
AMIOARHHY apuazIHoCTH *Y 22258
{CraldssCiN,Og) Biad,75 sr a0 525 mr, v Biad5 meno 5,25 mr, ¥ {Cdraeron 4,84
TEPEPAXYBANE 1 COPEARI NEPEPAXYBAHAT Ba CEPEG MasY
sacy Tabagixn TalneTRi
16| Vioxoska Biznosiano no siwor MK A3, Ja MESH 13 Bianosizac
11 | Mapxypanig 3riAN0 SATHCPBKEHOMY TERCTY MAPKYRAHHA.
12 | Ywosu slepiranng B opurigmiii )EldK{)ﬂm HpH Tesnepatypi e suwe 25 °C,
13 | Tepsin npuaamioct 4 powg =T, o 05 25
Apaniz guxesant: Tveropm KB, UlepBaK.C. w10 ‘: .
Brcnosor: Biznosinae pasoras | \*ﬂ{}{}f’} ‘om Ay

@np\iamﬂ € .m:ronipmm 14 rounow. Lo ceplio npaayeudi Gy Bupniiﬂeno (B

NAKYBAHEE T8 Mdi}k’) umzim} ™ szpmsc. ST mﬂmmis- R d Jnanerii giasnmi Y nousil slunosizocti susor GMP, seTiionacHiM Micuesis PeryaaTopiis
OPraHo, & TEXOK Y BEANOBIHOCH 10 cnu.\minx&mié Axi mc’mrbuz ¥ pucm.uuﬁuﬁ\l}' ,,latwaﬂpmew,m BUPODHUILTR, YHAKOBKH | AHANI3B Gy neperasnyri i
313 70 PUTNe UA/TE31/01/01 13 aozponacised 40 pearizauii.

seranesreny sianoniasiers GMP. Cepin rotosol npoaykuil sianosiasc sa m}xa‘imma\! i swcxs“ii A

Yuopnoswiia 6cola

é?/" Sl 756 ¢

Z o1 u k

{Hsapryn LB.




G04-35175.02
AT KHIBCEKHE BITAMIHHHH 34807 Bupoimeua diavsgs,

Yapaina, 04073, s, Kuis, ayn. Kenuniscoxa, 38 Adpeca: Ypaina, 04073, ar. Kuts, uyn. Kenuniscvse, 35

fiputeaaionn: measipase (043) 461-03-08 Hiyensis cepia AB M 398093 quonu flepxoasnoiw capactoin

Kosepyiitnui siodia: (044) 461-03-31 Vepaiuu 3 sisapeskux savofie sid 04.07.2014 p.

Bioot xomnpoaro xocmi: (044) $61-03-34 Ceicoumen kpo amecoagio aabopamopit Ne 216 eudane

Hepacamitn caywedion Yepaiu 3 sikapeeiux acobis
gio 07072004 p
Cepuchinam sionosidnocmi ysos supodruymea ATRAPCORET
3ALoGIE BUMO2GM KareeHol GupoBHINDT npamuRy
b 22010 GMP gits 14.01.2019 p., mepuin dit do
4122021 p

Cepradixar cepii Ne 23

Hazsa npoaysxuil, aikapenka opya Asvropunin - KB, tabaerku o 3 mr Homep cepii CR230521

Homep pecetpanithioro noceiaeesHus Ne UA/TR31/01A01 aic Beserporono ] J Poasip cepil 15384 yn.

Cina 217/ srrvsnicTs Amaoguniny Secunary - 6,935 mr, Aara supobunursa 9321

(110 CKBIBAICHTHO RUACARIIRY - § Mt
Posuip ya Tan naxyRaHIE [to 18 tabacrox y Gnictepn; no 3 Giicrepn & mavui Hasea kpainu npiinavenns
Yxpaiua
BunpoGouveania nponesene 3a MICH JI3 no PIT Ne UA/78I1/01/01
Crewshixauda 10 MK )13

Ne TNokazisikn akocn Honyersmi mexi Mero xoETpome Peayavrary

T Omue i Taactkn 1AOCKOUMATHAPHENOT (OPMUH 31 CKOWCHHMN Kpasmi | | 3 1. | Bianosizac

pHeko, Binoro 1l Maibse Biaore kontwopy. {BI3VRIIBHO}
2| Dmewondixauis YasTpadioneToruli CIIOKTD BOTIHHLRA BUNPOGORYEARGD posusny, | 3an LA, YDV, 2228 Burpusye
amaoanniny Secunar ONEPIKANOIC ¥ poaini «Kinbxicke nanavenisy, » ofiaacti aix 300 (Cl-meron)
HM 10 400 HM TTOBIHEN MATH MAKCHMYM 32 ZOBKEIM xBiH (36123}
HM.
Ha xposarerpasi supoloByBaNors: POy, QACPHANOTO & postiai | 3an 2.8, *AOY, 2227 Burpusye
«Cynpomiani HOMIIIKID, MGC BHABIETUCHE OCHOBHA TISMA HA piBHi {sterox THIX)
OCHOBHOT AAMI HA XPOMATOIPaMi O3UMHY N0piBiaHu (1),
sianonimig il 33 po3sipoM TR IHTCHCHBIETIO TOPARKARKY.
3 Omuopiamicn a0308anHx Mae prpistysaty srsMorn *JEDY Jan 3, AV 2940, 2225 Butpumye
GUHHHLL (Ch-mevoy
4 Posiaiannn He Ginswe 15 xp Gan 4 DY 261 1
5 | Bom e Gimnwe 6,0 % Jan 3.0y, 2502 44
{Hanismixpomerv)
6 | Cynposiani Ha xposarorpasi sunpoGoByBaHoro possuny Gyis-sxa miava, Kpim Jam 6, Y, 2227 Burpiye
osiingi OCHOBHOT, HE MAC HEPCRHLLYBATH 38 posMipOM T4 (HTCHCHBMIoTIO {seroa THEG
TOTARHAHNS HAAMY T XPOMATOpavi postiny nopisans (h) (0,5%)
1 ue Gianuie 00X NA4M MOAKYTE BYTH IHICHCUBRIHAH 54 ILTEMY 112
XpOMuToIpaMi posuriry nopisrmin (o) (0,1%)
7 | Pormnenua He seniue 75% (Q) 3a 30xe Janm 7,* [0V, 293,22258 Hiznosijae
(Cth-meTom)
& | MixpoGionoriym Kpmremt apuitnstioct: Jan. g,
FHOTOTA Jaramiie uncao acpoBisx sigpoopraniinis {TAMC) FAOY. 514,262,
-1 RYO 5 1y 2613 <100
Jaransne HICH0 APIRIROBHY Ta AAICHCBIY pubin (TYMC)
S KYO s I, <50
Biseviwiers Escherichia colin Ir, Bigevini
9 | Kigpkicne suitauertin Ha stomenT sanyeky Uporaross repstiny 3an g,
Anaommniny NP HARTHOCTT *NOY, 2238
(CobinCIN:Og) Bind,75 wr 10 5,25 mr, y Bind,s mrno 323 v, v {Cth-aerony 4,79
HEPEPUXyBaiHi HA CEPEAHIO HEPepaxyRanii Ha CepeaHK) Macy
Macy Tafnerku Tabaetky

) | Yuaxoska Bianosiamo 20 susor MKS 3. 3a MES 3 Bisnosizac

1} Maprynanug 3riano SATHCPKSHUMY TCKCTY MAPKYBAIHIA,

12 | Ymosy abepirasing B opirinais nf-yiagoni nps reMnepatypi e nmie 25 °C.

13 | Tepuin npuagriocri 7 Jlo 05 2%
Ananis siteonan: Hycronir KB, [epde 3
Bucnonox: Biznonigae siuMoras MKfXH}'

2
Havaaeamx BICS Kurao (Z)JQ:(
W B
g > ‘:‘\M“z;,,‘ ¥l A A y ;
Jassa npo ceprdisaitiio; Lns 2 IACBIANYIONINS Ba & IHGOPMALiA € AoCTORIPRO T2 Touker. Lo Gepio nponvkill 6yao supofneno  {BRamoyaonn

NARYBAHA T MAPKYIIS) T2 BPOBCACHD Ko TPONG-HROEH fa 3asnaucuift aiawwud y nonaift siznosiasecti suwor GMP,
OPIBHUM, § TAKOX ¥ SUMORIANOCT] A0 cocwsfikaniil, axi Micraries v peecTpaniiinomy nitse, Tporokemt supobinuma,
BeTanGEieno slnoriapicrs GMP. Cepin rotosol npoaysuii Bianosinae  tokasinkasl ¥xosTe MK 13 no PII Ke U
e ]
0y

Bhouplrl3
130% 2% W

BUTUHOBICHEM MICLCBHM PETVARTOPHHM
YRAROBKH § anaisie Syau tepernanye i
ATE3IZ010] 1 HouB0nseTheR 20 peanizany.




AT, KHIBCEKHHA BITAMIHHHHA 34BO1”
Vipaina, 04073, x. Kufs, eya. Konusiecva, 38
[puiivassns; mea/ipaxe (044) 461-03-08

Kovepyiivuni aidoin; (044) 461-03-31

Bioais xowmpomno sxocmi; (044) 461-03-34

Hepxcasnoio
¢i0 07.07.2014 p.

Bupothuxa dinvrunys.
Adpeca: Yipatna, 04073, m. Kuls, eya. Konuniscexa, 38,
Jliyensin cepin AB Ne 598093 sudana lepacasnaio
Vipaluu 3 aixapcoxux 3acobis ¢id (4,07.2014 p.
Caidoymso npo amecmayino aabopamopll Ne 216 sudane

@-04-351/5.02

cayaction Yxpaluu 3 aixapcexux jacobis

Cepmughixam 8i0nogionocmi yMO8 SUpOGHUYMEA AIKaPCHRUX
3acodia BUM02ay HaseNCHOT BUpoGHUNOY npaKmuxy
Ne 002/2019/GMP gi0 14.01.2019 p., mepain 9il do
14.12.2021 p.

Ceprudrikar cepii Ne 24

Hezsa npoaykuii, hikapceka dopma

Amaopunin - KB, Tabaerku mo S mr

Homep cepii CR240521

Homep peccTpailiinor NocsiANeHHR

Ne UA/7831/01/01 aie Gescrpokoso

Poamip

cepii 15487 yn.

Cwna ail/ akTHBHICTS

Amzioaniiny Gecunary - 6,935 wr,
(110 eKBIBANEHTHO BMAOANNINY - 5 M)

JTlara supobuuursa 0521

PosMip Ta THI RAKYBAHHA To 10 TabacToK y GAICTEPI, 70 3 GAICTEPH B NENLL Hassa kpaitu npuIHaseHss
Yrpaing
BunpoGosy i 3a MICSLJ13 so PIT Ne UA/TR31/01/01
Creandikauia a0 MKS J13
Ne [oxansikh akoeT! Jlomyerumi mexi MeToau koHTpomo Pesynbami
1 | Onwe TabneTxkn niIOCKOWANIHAPIIHOT GOpMH 31 ckoweiuMi kpasmu i | 3an. | Bumosiaac
pHekoio, Ginoro abo maktike Ginoro konLopy. (BiTYAILHO
2 | lnewmudixauis VasTpagioneronih enexTp TIOrMHABHNA BHNPOBARYBAHOTO potuny, 3an. 2A, IOV, 2225 Butpusye
asaoauminy GecHiaT onepaanoro y poaini «Kinekicae uskavennss, s ofageri six 300 (C®-meTon)
Jin 10 400 HM NOBHHEH MATH MAKCHMYM 38 A0BNHHN XBii (36143)
HM.
Ha xpomarorpasi sunpoSosyBaHOro poI4HKy, oaepanoro a posaini | 3an, 2B, *A0Y,2.2.27 Burpumye
«Cynposizini AOMIWKHY, MBE BANBIATHCA OCHOBNA ILIAME Ha piBHi (meron TLIX)
OCHOBHOI IAMK KA xpoumpam pazdminy TOpiBHAHHA (a),
nmmmm iH 38 poam _Eou TH IHTEHCHBHICTIO NOMIMHARKA.
3 | OanopianicTs AOIODEHHX Mac BHTpHMYBaTH 8iMOrH * DY 3an. 3, *JidY, 2.9.40,22.25 Birpunye
QAHHMII (C-m
4 | Poanasanns He Gmsmc 15 x8 3an 4, ‘1Y, 29.1 |
5 | Bona He Ginbime 6,0 % 3an. 5, *JOY, 25.12 39
HaniBMi
6 | Cynposiani Ha xposatorpami sunpoGosysasoro posumiy Gyab-aka naama, kpis | 3an. 6, *JIdY, 2.2.27 Burpinye
ROMILLIKR OCHOBHOL, HE MBE MEPEBHILLYBATH 33 POIMIPOM T8 IHTEHCHBHICTIO (meTon TLLIX)
NOTAMHAHHSA [UIAMY 8 XpoMETOrpasi posuwny nopisksnna (b) (0,5%)
i He Glnbure ABOX MUIAM MOYTS GYTH INTCHCHBHILUHMI 32 MIAMY HE
Xpomarorpasi posauiry nopisusnns (c) (0,1%)
7 | Posswnnenin He menwe 75% (Q) 3a 30xs 3an 7,* @Y, 293,2225 Bianosimac
(CP-meron)
§ | Mixpobionoriyna Kpurepii npritHaTROCTI: Jan. 8,
qHCTOTA Jarankie qucno acpoSuux Mikpoopranisis (TAMC) *NIDY,5.14,26.12,
-10°KYO s Ir. 26.13 <100
Jaranbie YHCA0 JPIICDKOBKX T8 naiceneshx rpubia (TYMC)
-10°KYOs I <50
Biacyruicts Escherichia colin 11 Bi i
9 | Kinexicne BHIHGUCHHR Ha MOMEHT BHITYCKY TTpoTsrom TepMiny Jan 9,
AMIQIHNIBY NPHAATHOCTI *Noy,2.225
(CasHasCINOy) Bin4,75 Mr 20 5,25 mr, y Bin 4,5 mr 10 5,25 mr, ¥ (Cd-meron) 495
TepEPAXyEaHHi HA CEPEIHIO TEPEPAXYBAHHi HE CEPEHIC MaCy
Macy TalneTkn TalaeTEH
10 | Ynaxoska Bianosiano 20 sisor MKA JI3. 3a MKA JI3 Binnosinac
11 | Mapkysanis Friao safmpmmy TEKCTY MAPKY BAHHIL.
12 | Ymosw 3bepiranns B L i NpH TeMnEpaTYpi He Butue 25 °C, ;
13 | Tepsin npuaamiocti 4 pol flo 05 25

Ananis suxowann: [Tycrosit K.B.,
Bucnosok: Bianosiaae suMoram

Hasansumk BKA

3asna npo ceprudikauio: Lum & 3achiny diipe
NaKyBaHKA T3 MBPKYBAHHA) T8 NPOBEACHD REFPOR
OpraHoM, amy:tmmnmmmmcnm@zmﬂ.mumlype&mﬂﬁﬂ?m TlpoTokoan Bupobl
BCTAHORNEHO BiANOBiAKicTE GMP. Cepin rotosol npoayxuil BiANOBILAE 30 DOKATHIR

Ynosuosakena ocoba
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| KOUTPOIO |7

s fMALLS € I0CTOBIPHOK) TR TOUHOK. upecepmmmii‘ﬁymnm&mo (BRBONEIOTH

i mmﬁmwm.u y nosrif sianosianocti sumor GMP, BCTAHOBEHHM MICUCBHM PEryIsTOpHHM
HHLITRA, YIAKOBKH | aHanizis Gyan neperngiyi i
u mmMKﬂMmPﬂ)&UAnmmmnmmmmhmr
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D-04-351/6.02
AT, KHIBCHKHI BITAMIHHHH 34 BOJ”
Ypatua, 04073, m. Kuls, ey, Konunigcora, 38
Hpuitmanons: men./haxe (044) 461-03-08
Koxepyiinuii giooin: (044) 461-03-31
Bidoin kowmponio axocmi: (044) 461-03-34

Bupobruug dinoHuys,

Aopeca: Yrpatra, 04073, m. Kulg, eyn. Konuriscoxa, 38,
Miyensis cepls AB Ne 598093 eudana Jepacasuor cnyacboio
Yepatuu 3 nikapeokux sacobie 6o 04.07.2014 p,
Caidoymeo npo amecmatyiso sabopamopit No 216 gudane
Hepaicasroro cayooro Yxpainu 3 nixapeskux sacobis

aid 07.07.2014 p.

Cepmudpixam sionosionocmi ymos eupobruymeg nixapcsxux
3acoble aunozam HaredcHo 6upoBHUNOY npakmuky

Ne 002/2019/GMP 6io 14.01,2019 p., mepain dit do
14.12.2021 p.

Ceprudixar cepii Ne 36

Hasna npoaykuii, nikapckka ¢opma

Amuonunin - KB, Tabserkn no 5 mr Howmep cepii CR360721

Homep peecrpaiitinoro nocsiguenns Ne UA/7831/01/01 pnie Geaerpokoso Poamip cepii 15346 yn.

Awmjouniny Gecunary - 6,935 mr, Jlara supoBunursa 07.21

(110 exsibasteHTHO aMOAHNIHY - § MI)

Cuna niV/ akTHBHICTS

Tlo 10 rabnerox y 6nicrepi; no 3 Gnicrepu s navui Hassa kpainuu npuanavenns

Yxpaina

Po3sip ta THiT nakyBaHHS

BunpoSosysanus nposenere sa MK JI3 no PIT Ne UA/7831/01/01

Creundikanis a0 MICSTJI3

Ne Tokasuuks skocti Jlonyerumi Meski Meroam KoHTpOIIO Pesynstarn
| Ommne Tabnerkn nnockounninApH4Hoi (GOPMH 3i CKOWCHHMH KpasMu 1 | 3an, | ) Binnosinac
prckoto, Gisioro abo mabke 6inoro koaLopy. (Bi3yansho)
2 | lnewmudikauis YabTpadioneTosHit CNEekTp NONTHUAHNA BUNPOBOBYBAHOro posunHy, | 3an. 2.A, *JdY, 2.3.95 Butpumye
amnoauniny Gecunar oaepkaHoro y posini «KinskicHe BuznaueHusy, s o6nacri rig 300 (Cd-meron)
HM J10 400 HM NOBHHEH MATH MAKCHMYM 33 AOBXHIH XBi (361:3)
HM,
Ha xpoumarorpami sunpoGonysanoro posuuny, onepicaroro s posini | 3am. 2.8, *IIOY, 2227 Burpumye
«Cynposizni IOMILIKIN, MAC BUABNATHCA OCHOBHA TUIAMA Ha piBni (meTon TLLIX)
OCHOBHOI TLIIMH Ha XpOMATOrpaMi posunHy nopisHs s (),
BILIOBIUHA T 38 POIMIPOM TA IHTEHCHBHICTIO NOPIHHAKHS,
3 | Onuopignicts no30BaRKX Mae sirpumysari sumory *JJOY 3an. 3, *1dY, 2.9.40,2.2.25 Burpumye
OUHHILD (Cd-meron)
4 | Posnapanns He Ginbiue 15 x8 3an. 4, IOV, 2,91 1
5 | Bona He Ginswe 6,0 % 3an. 5, ¢ AOY, 2.5.12 4,1
(Hanismikpomeron)
6 | Cynposiani Ha xpomarorpami suipoGoysaHoro posssiny Oyab-aka [WiAma, kpiv | 3a 1, 6, DY, 2.2.27 Burpumye
JOMillEKH OCHOBHOY, HE MBE NICPEBHILYBATH 38 POIMIPOM TA IHTCHCHBHICTIO (metax TIIX) ‘
TOTMMHARHA TLIAMY HAa XpoMaTorpami posunry nopisusins (b) (0,5%)
i He Ginblue ABOX INSM MOXCYTh GyTH IHTEHCHBHILIMMK 3 NIAMY Ha
XPOMATOrpaMi posunny nopisuans (¢) (0,1%)
7 | PozuuHeHus He menue 75% (Q) 3a 30xs 3an 7, *JldY, 2.93,22.25 Binnosinae
(CO-meron)
§ | MikpoBionoriuna Kpurepii npuitusTrocri; 3an.8,
YHCTOTE Jarantbre yucno acpoGHuk MikpoopratiMis (TAMC) *AbY, 5.14,26.12,
~10°KYO s Ir. 2.6.13 <100
3arasbHe YHCAIO APIAIUKOBHX Ta NAiCeHEBRX rpHGis (TYMC)
~10°KYO s I, <50
Bineyruicts Escherichia colis Ir. Bigeyrni
9 | Kisskicne pusnaueHus Ha momenr sunycky Tporarom Tepminy Jan.9,
Amnoauniny TIPHAATHOCTE ¥y, 2225
(CaoHasCIN;O5) Bind,75 mr 10 5,25 mr, y Bind,5 mrono 5,25 mr, y (CO-meTOR) 4,88
nepepaxysaHii Ha Cepenio MEPEPAXYBAHHI HA CEPSIIHIO MaCy
Macy TablieTkn TalIeTKH
10 | Ynakosxa Binnosiaso ao susor MKS1 JI3. 3a MK JI3 Binnosinae
11| Mapkysautut 3ri/HO 3ATBEP/UKEHOMY TCKCTY MAPKYBAHHA,
12 | Ysobn 36¢piranna B opurinansuill ynakosui npu tesneparypi we suiue 25 °C.
13 | Tepmin npupatiocrti Jlo 07 25

Ananis sukonanu; Ioropxescska O.
Bucnosok: Binnosinae sumoram M
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NAKyBAHHA Td MAPKYBAHHA) T4 nposenbii{k:l‘_cbu‘l.}iiii}(»l’i!‘ @ 3a3HaveHifl AAbHHLL Y noBkil sianosigHoeTi BuMor GMP, BCTAHOBNEHHM MICHEBHM PETYARTOPHHM
OPTaHOM, A TAKOXK y BLANOBLAHOCTI 210 cnelrbikaui skl MicTaThes ¥ ;?wrp'aﬁrﬁﬂqr{?nq@c. [Tpotokonn BupoSnmuTRE, ynakosku | ananisis Sy nepernsuyri i
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