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20300, Yepxacbra 061, M. YMaHb
ByJ. Ycneucnka, 31

rea./dakce (04744) 4-67-60, 3-23-25

Ykpaina

Ceprudikar sikocri Ne 124 Bin "23" cepnnsi 2021 p.

HatiMenysauus mpenapary

Cwuna nil/akTUBHICTD

Po3mip Ta THII TTaKyBaHHs!

Peecrparifine mOCBIIUEHHS

Homep cepil
JlaTa BupoOHUITBA
Jlinensist Ha BUPOOHHUITBO

Ceprudixar siznosiarocti GMP

KoHTpoJIs KOCTI BiATIOBIMHO 10

NAHKPEATHH, Tabnerin, BRpuUTi 060710HK0X0,
KHIOKOBOPO34MHHI 10 250 mMr

1 Ta6aeTka MicTuTh: nankpeaTuHy 250 mr,
0 BIAMOBIAA€ AKTUBHOCTI He MeHIIe:
1000 aminoairnunux Ox Ph. Eur,

1200 ainoniTuuuux On Ph. Eur,

80 nporeosiruanux On Ph, Eur,

o 10 Tabaerok y 6uicrepi, mo 6 GuicTepis y maqui

Ne UA/0337/01/03. Tepmin nii Ha TepuTopil YKpalan
HeOOMEKEHUH.

1240821 KinpkicTs B cepil 4942 yn.
09.08.2021 p. IMpuparauit go _08.2023 p.
Cepin AB, Ne 598019

098/2019/GMP

Crenuixanii P go PIT Ne UA/0337/01/03

Ne IMapameTpu Crenudixauist PesyasTaTH
1 2 3 4
1. | Onue Tabmerku,  xpyrnoi  GopMH,  BKPHTI
0GONOHKOI0, 3  TIJAaIKOK  [BOOIYKIOHO
[IOBEPXHEIO, B CBITIO-POKEBOrO LO TEMHO-
POIKEBOTO KOJIBOPY, HOIYCKAETHCA HasBHiCTH | Bimmosinae
cnieuudivaoro 3amaxy. Ha posnami, MpH
PO3IJISIAHHI mig JIymor, BHIHO  SAPO,
OTOYEHE OJJHUM CYLUTEHUM IIapOM.
5. | InenTudirxanis
Aminasn BU3HAUAIOTh 38  AMIJONITHUHOW  HI€I0 Binnosinae
mperapaTy
Jlimazu BusHaqaloTh 3@  JUMOMITHYHOIO  JUEKO Binmosinae
npernapary
[IpoTeasu Bu3HAualOTs 3&  [IPOTEONITHUYHOI  JIEKO Binmosinae
npernapary
3. Poznaﬂanﬂ/g/{gééﬁé}é% He moBunHi pO3MaNaTHCA npoTarom 1 gO]_II/IHE/I Binnosinae
“ans 2 B0 1M powum KUCLOMY XIOPUCMOBOOHEGOL. . '
[MoBuHHI po3majarucs B pocamuomy | Blumosliae
6ygepHomy PpO3UUHI pH 6,8 P uporirom
1 roguHH.

Crop. 132




IR 3T
Onnopinnicry A030BAHUY
OMHHHIb:

~ [puiiMansue 3Hayeyms hifit:s
aMinoniquoi', TNOMTHYKOT |
IPOTEONITHYHO] AKTUBHOCTEL]
Kinbxicye BH3HAYEH s
AMUTOITITHYH, AKTUBHICTD
Jinonitnyga AKTUBHICTE
[poreomitnyna AKTHBHICTL
Mixpo6ionorivua '
YHCTOTA

AV<L15,0

He menmre 1000 AMUTONITHYHIY O]l Ph. Eur.
He menme 1200 TN THYHIX OJ1 Ph. Eur.
He mennre 80 npoTeonitayrnx OJ Ph.Eur,
Bir Ipenapary nomyckaerscs:

TAMC =e 6inpre 104 KYO, Binnogigae
TYMC we 6inpmre 102 KYO ra Binmosinae

TOJICpaHTHUX 10  yxoBYj IpamueraTuBrux | Binmosigae
baxTepiit He Gimpme 102 KYO.

Bincyruicts Salmonella 10 I Ipenapary. Bigmosinae
Bincyrricts Escherichia coliplr Ipenapaty. | Binmosigae
Bigeyrnicts Staphylococcus aureus g 1 Binmosinae

npenapary.,
] e
7. | Ynakoska Bianosigzo o P

_—

Komenrapi: 36epiraty s OPHIiHANBHIN ynakosmi mpu TeMuepatypi ve pume 25° C,

I,
Bucrogox: Binnosinae sumoran cneund;ima;gfj%liwg UA/O337_/01/03

N\
b NG ?945/
Havansnnxk Bimniny xonrposo scocri D% \o axoqox H.I, é{ . 0&9 Iz
L T éfg? - Hara
&, ‘ i

' . . *";;s: . % “"r;;.‘ . Q ;
Lum 5 3aceiouyio, wo Hagedenq suwye ingho; e .}lﬂ/ edolinos Hém ma moyHoro.

Cepiro 1240821 713 «IIAHKPEATHH, ”@Jifﬂé’fﬁg‘, 5,;@;}7 I 0bononkomw, KUMUIKOBOPO3 YUt no
250 man, 6y1n0 supotneno (6xnouaioyy naxyea%. ar ;téc;ﬂwz) ma nposedeno kowmpons it sxocm;

Ha euwesasnaieni dinbuuyi Y noenii 610n06IOHOCINI 3 sumMOzaMy GMP, scmanosnenumu Micyeeum
Ikayit, wo micmampcs Y peecmpayinnomy

peayramopnum opeanom, a maxoxe 31'%54@5% e

docwe, 8o >

GQ%{}@W@ :g; /‘
\&G,:Zféﬂjf{ff/ 5 Aposinko T.A. 79 //dp . //
<5 @hmm@y Jlara

IATH A o o

S,

YnoBHoBaskena oco6a

Crop. 232



g

\j‘l_amin‘f 20300, Yepkacnka o6ur., M. Ymann Ykpaina
A;‘T'ETTA?;I%IH” ByJ. Yenenenka, 31

TeiL/axe (04744) 4-67-60, 3-23-25

Ceprudixar sicocri Ne 130 sig 27" cepnust 2021 p.
ITAHKPEATHWH, Tabnerien, Brpuri obosionxoro,

Haitmenysauns npenapary
A FRIRRED KHIUKOBOPO34YuHHI 110 250 mr

Cuna nit/akTuBHicTs I Tabmerxa MicTHTS: nankpearuny 250 mr,
O BiI0BIAA€ AKTHBHOCTI He MeHIe:
1000 amioniruunux On Ph, Eur,
1200 ninoaitnunux O Ph. Eur,
80 nporeosituunux Ox Ph. Eur.

Poamip ta tun [aKyBaHHS 1m0 10 Tabnerox y duticrepi, o 6 baicrepis y mawwi

Peectpauiiine nocrinuenns No UA/0337/01/03. Tepmin nif ua TepuTopii Yipainm
HEeoOMeKeHuA,

Homep cepit 1300821 Kinpricts B cepii 5028 yn.

Hata BupobuunTRa 10.08.2021 p. lpnpareuit io 08,2023 p.

Jlineusis na Bupo6uuiTRO Cepist AB, No 598019

Ceprudixar sinnosimmoeri GMP  098/2019/GMP

Kourpams sikocti Bigmosiauo xo Cuenndiranii P go PTI Ne UA/0337/01/03

LNQ Ilapamerpn Cneum})ikaﬁiﬂ PesynsraTn |
1 P 3 4
]

Onuc Tabmerku,  xpyrmoi  dopmu,  BkpwmTi
OOOJIOHKOIO, 3 INIAAKOI0  JBOOIYKIOIO
IIOBEPXHEIO, Bifl CBITIIO-POIKEBOIO [0 TEMHO-
POXKEBOrO KONILOPY, AOMYCKAETECA HASBHICT, | Biamosimae
crenudivroro 3amaxy. Ha posnami, pu
po3rNiamasHl  Oix  JIYIOXO, BHOHO PO,
OTOYEHE OJHHM CYIINLHHM INAPOM,

2. | InenTudikauis

AMinazu BusHauarote 32 amimoniTHumONO  gicro Bignosigae
penapary

Jlinasu BusHauatloTs  3a  JiOOMITHYHON — Hiero Bignosigae
Iperapary

ITporeasu BusnayaioTe  3a  mporeonmiTwumoro  miero | Bigmosimae
npenapary

He nosuusi posnanarucs npotarom 1 rozwmum | Bixmoimae
B 0,1 M posuuni kucnomu xnopucmogodunesor,
HoBuuui  posmanmatucs B gocamuomy | Bimmosinae
Gygeprormy poszuuni pH 6,8 P mporsrom
| rogmam.

3. | Posznmamanus

Crop. 132




Onnopinniery A030BAHHX
ONUHHIL!

— IPHHAMANbHE 3HAYCH S JUIs
aminomTiTHY oY, mnomituugor i
OPOTCOMITRYHOT aKTHBHOCTE}
Kinbkicne nanayenmg
AMINOTiTHYHA akTHBRICTY | He mennre 1000 MO THYH YK O Ph. Eur.
JlinoniTHyga AKTHBHICTE He menme 1200 TINOMITHYHKK OJI Ph. Eur. 1706
[Iporeonitiumna AKTHBHICTE . He menme 80 nporeonituarux OJ] Ph.Eur. 127
Mikpo6iosoriuna ' Bir IpEriapary momyckaerscs:

YHCTOTA TAMC ue 6imsme 10 K¥vQ, Binnosinae
TYMC e 6inpme 10 KYO 1a Binmonizae
TONEPaHTHHX 70 OByl TpamueraTHBEMX | Bigmosigae

baxrepiit we Ginsme 102 KVO.

Bincyrnicts Salmonella 10 1 openapary, Binrosizae

Bincyrsicts Escherichia coli g I rmpemapary. | Binmosinae

Bircyruicrs Staphylococcus aureus 3 1 | Bianosigae
npenapary.

.| ¥Yoakoeka IT?)iIHOBiIIHO 1o PI] Binnosigae

| 8. | MapkyBauns FSL&HOBJ‘,&HO zo P ' Biﬂnosiﬂ%j

T SRCTBON .
Kowmentapi: 36epiratu s opurisanssii yI %ﬁlﬁ“ﬁg@\;ﬁmm1 He Buime 25° C,

5
; #\{D/ Z o B, & \_;?7&‘5
Bucrorox: Bigmopinae BHMOTaM clierfd ﬂkaui-'iﬁ*ﬁﬁﬁ E%Eﬁfg UA/0337/01/03

%%fw ﬁ»ﬁ‘ ! § }f
; / ' ITaxosor H.I. ;?Z77 Og ;2@,;5/

o \EQ,QQ:.&
b i
Hara

Havamsnuk Bigniny KOHTDOTI0 SIKOCT

Lum 5 3aceidyyio, wo nasedena suULYe IHDOPMATTIFED OCMOBIPHOIO ma moyHow.

Cepiio 1300821 JI3 «ITAHKPEAT. HH, mabnemxu, sxpumi 0BO/IOHKOI0, KUMKOBOPO3YUHH] Ho
250 ma», Gyno eupobreno (Brmouarowy naxysanus / MOPKYEAHHS) ma nposedeno xoumpons ii sxocmi
Ha Guyesasnadenii dinbHuyl y noewill 6idnosionocmi 3 sumozamu GMP, scmanoenenimy Mz‘cjzu;eeum
PeSYAAMOPHUM OP2AHOM, G MAKOC GION0GIOHQ Q0 cheyugirayis, O MICIAIBCA Y peccmpayitinomy
docee, o hPUCTE N,

o) Ey f'/’—ﬁ_rl e 7=
a4 Hpobinko T.A, FF4% A -4 "‘"//
Hara

YoBHoBaskeHa ocoba

Crop.2 3.2
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W‘t‘“—amiﬁg\" - 20300, Yepracsws obir; M. ¥vans Vicpaina
AT «BIT AMIHT» By Yenencnia, 31

“renpaxe (04744) 4:67-60,3:23:25

Cep*mdnma*r mcocn Ne 138 sin 01" soairisi 2022 p.

:' IIAHKPEATI/IH 'ra‘(')“ne‘rmz, BKPUTI 060s10uK010,

HasMeHysasis ipetapary-
B petiapary KAMKOBOPO3aHRE 1o 250 wir

Cuma mii/akrusmicrs _ 1 Tabnerra micraTs: nankpeaTumy 250 wmr,

~ W0 BIXMOBITAC AKTHBHOCTI He MEHIE:,
1000 aminomiraanx On Ph, Eur,

“1200. minositaaanx O Ph, Eur, '
80-nporeonitaunny Ox Ph, Eur;

POAMIpP 14 THIT Haky BARHS 10 10 raGuerox y Gaierepi, no 6 Guicrepis y étmi
Peccrpaiiitae mocsinuerms § .No UA/0337/01/03, Tepmin il ma Tepuropii Yipainn

Y redbMedxenuH.
Hotep cepii 1380622, Kinsiicrs B Cepi'f.. 5060 yi.
)Iaré;nnpdﬁHH‘L{TB‘a‘ L 22.06.2022p. | ‘. Hperaranit no 06[2024 p.
Tlinensis na supoGHEnrss  +©  Cepin AB, No 598019

Ceprudiixar siznosingocri GMP  098/2019/GMP

Kowtpons sxocri Biz(noni,zxﬁo mo _Croemnadirauii P xo PILNe UA/0337/01/03

Ne Dapamerps =~ ' | ~ Coeundixanis | Pesynnratu
L] 2 . , 3 4
1. | Omme Tabneriyr,  xpyrmol  dopmm,  Brpar

~OGONOHKOW, 3 IW&XKOK  JBOOIYKIOK |
- | TIOBEPXHEIO; Bif CBITIO-POKEBOTO [0 TEMHO-

¢ | POMEBOTO KONBOPY, JOMyCKaeTheH HassHicts | Bimtosinae
| eneifidiugoro samaxy. Ha posmami, mpju
posriviiaHul Him  Mynow, BugHO supp; -
OTOYEHE OIHUM CYIIIBBMM IIAPOM. ‘

'Brrsnaqam'rs 3a  aminomitwasorw  nigoo | Bimuosinae
- | pemaparty . _
. | Bugmagarots  3a ninoritaumono  ridio. Binnogrinae
Tpenapary
Brsnagaroth  3a  wporeoniteuioio  igo | Bimmosinae
perapary _ :
He mosnr#i poznd,uamcx npoTaroM 1 romm Binmosinae
‘80,1 M poswuni xucnomu xnopucmosaodnesdt.
| Tlosanui posmanarmes B ghocgrammoiry | Bimmosinmae
.6yfj)epH0My posuuni pH 6,8 P uporargm
1 royupau.




I 2 2 4
4, | OmuopinaicTs XO30BAHUX
| ozoaHII: |
- rrpnmamme Inadenst s - | AV 15,0 Ly
andyomiTermol; mronitamaol T
, npoq‘eonimfmoi'.axmBHoé"rcﬁ‘ P
5. | KinericHe BH3HayeHus '
AMiyoniTiasa aKTHBHICTD He menme 1000 ambnomituaaak O Ph, Evpr.” 1502
| Minorrnema akwsiors .| Hemewme 1200 ninoningumax O Ph. Bur| 1612
| Hporeomirraia axrusgicrs | He menme 80 nporeonipaanux ONPhEur| 129
6. | MixpoGionoriana ..} B 11 npenapary HOTIYCK AeTHOM: '
YHCTOTA . TAMC ue Sinsrnite 10 KVYO, Bijriosinac
1 TYMC we Gimstue 107 KYO Ta Bismosinae
| TONEPaHTHMX. A0 mmqi . rpaMueratEgiux | Binrosinae
| Gaxrepiit ve Ginpure 104KVO. '
Bincyraicrs Salmonelld 10 r npemapary. Bimosinae
" | Bineyrmicts Escherichia coli 8 1 r mpenapgry. | Binunosinae
Bingcyraicts Staphylococcus aureus » |1 1| Bimnosinae
, 3 Hperapary.
7. Ynaxonxa Bixnosinro xo P Bimmosinae
8. Mapxynarmﬁ Binnosimzo no PI Bimmosigae

Lum 5 sa¢6104y10, 140 Haeeaéna'euw;e.

Komewrrapi: 36691’1*3’1‘*:/1'3 OpHriEHANBEIN VIIAKOBIE TIPH. TEMITCDATY

ni we pume 25°°C,

Cepio 1380622 713 «ITAHKPEATHL
250 mzn, Oyno aupoﬁneua ((s'KJl?O‘(Cl}O'{u NaKYFs

L eiproro ma modHoIo; ‘
0BONOHKOI0, KUWKOBOPO3YURHI N0

© UA/0337/01/03

Taxonox H.I. -

ppz g
' Hara

apxyeannﬂ) ma npoeedeno KOHMpPORy Il Axocmi

Ha suwesasuawemu alﬂbHuTﬂ y noemu ezanoezamcmz 3 6umoeamu GMP, scmandsnenumu micyeaum

()ocw.-

ViopuoBakena ocoba

!
3
|
|
i
i
!

: nez;uquazfzu U0 MICMIAMLCA

apasino T, (YA PR

Y peecmpayitinomy

ara

LA 43 2




Peectpanittue mocsimaenss

Howep capiy

Hara pupouitina

Jinensis Haﬂggnpt)‘GﬁHii‘L‘BO

lI{b-rrrjpom.sncqcﬁ':);imomim"ﬂ'o;:

Slla Wf‘ﬁﬁ"’&“‘\f 20300, Yepxactica o6, m Virans Vipaisa
it b i - By Yenencniea, 31
AT <<B[TAMIHE<I>> i i s
reit/ase (04744) 4<67-60,3-23-25'
Cepmdmca'r sicoeri No 18 mig 03" smoToro 2023 B
TTAHKPEATIAY, “rabuerion; BRpwT 0G0UTOHK G0,
-.Hammysamm openapary
KHITKOBOP O3 aHHT o 250 mr
Cuia mii/axrapmiers 1 rabxerka mictirs.: TaEKpeaTuny 250 mr,
100 BIXHOBIKae ARTHBHOCT] He Memitie:
1000 dMlJ[OJ'll”I"HqIIHY On Ph, Tur,
1200 mivomitnannx O Ph. T Fur,
80. nporeositeanux On Ph. Eur.
‘Ztﬁtﬁéxﬁpt Td THIT fakypary o T0-rabuerox y baicrepi, mo-6 Omicrepts y-auud _

Ne UA/0337/01/03, Tepwir nif ma TeprToplt Yicpafem

_V_fH(,OE)‘M'S}KCHHﬁ

180123

Kimsriors noepii 5089y,

24012023 p.

pynaremit ne 012025 p.

_Cepist AB, N

No 598019

3 .'-Cr‘rema(})irczlni‘l".l”ll‘w)-,Pﬁl'If;N'g.U}?X/G337/Olf(¥3; -

Ne _ Hapamerpw Coevudiranis o Peayn'xﬁfi.‘arra
Ly 2 : . 3 _ 4.
1. | Omme | Tabnerin, Kpyroi  dopum, BRPUT
‘ | obomomxois, L3 THAIKO0  JROODYRIION.
| moBepxHero, Bin cBiTo- “POXKEBOTO 10 TeMuo-
| POXEBOIO KOMBGHY, ROIYOKRECTBES HASBHICTE Bignosiide
crrenmdianoro samexy, Ha. posmami, npe |
POITILNanH] mzx JIYOOIO; BN SApo,
o : |.OT0Yere omupM ey iy PO,
5 Ln;em mlmmum
AMumga Busmawaiors  sa asiitonitraso  jiero Bimrosiiae
I : npenapary :
u.JIa,:rra‘f‘mj Busnavarory 54 MHOMTHOt0  Jriexs | Binmosinae
| | mpewapiry- ‘ «
IIporeasiy | Basuasarors:  sa. HPOTEORITIIHORY  THieiy Bimrowsijae.
_ | mpettapary R
| 3. | Posmamasms He noswumwi poma).zamcsx npomrum 1 TOJHEI Bironigae
‘ ' 80,1 M pasuuni cucnoniy XIOPUCIOGOOHEBOT,
Hoswiui  posmamaruca B ochamuony | Binmosizae
f‘6yq5¢pmuy Po3YUHT p]z’ 6 8 My \
1 roywn,




- 4. | Onwopinaicrs 1o30Banmg
OFF H T
—TpHUMANbHE SHAGeER I | AV ] 50 : 1.8
| AU TR, mnonitaaeti | ' -
oo | MpOTBORITEYHO] AKTHBEOCTEH © | B | ‘
- Kinsxicne prsnavenss
| AMisoniTaama artisiors

, He vewtme 1000 amin ittt O Ph, Bur. &k
Jlinoiimauna artasiicrs He wmenme 1'200:ﬂinmri"rmnmx,‘Q,ZI_Ph,. Eur, 1692
| ITpoteomitirata akrtugnicrs. | He MOHIIE .'801‘1?}3‘01*&0.’11‘1‘1’/1‘1}—!1?1}{ OI'Ph.Eur. 130
6. | Mixpo6iomoriuma : Bl T IpeIlapary JomyCKaeTsCs, :
aEeTOTA { TAMC we 6instie 104KV0, Binmonimae
- | TYMC ue Ginsme 102 KYO ta - Bignosigae
| TOTepaNTHUX. 4O kOBt TpaMHEraTuBiuX | Binnopinae
Saxrepiit ve Gisme 102 KV, _
| Bincyraicrs: Salmonella: 10 1 HPETapEry.. | Bimrioniae
Bineyraicts Escherichia colis Lrupenapaty. | Bimmosigae
Bineyraicrs Staphylococcus awreus 3 1 ¢ Bimmosinae .
el ADCIAPATY, o _ ‘
L_7 Yuarorwa ‘Binnosinzo no. P Binmosinae

l 8. _Ma];r¢yuar-xr-rsr Bigmoninmo o Pl Binnoinae

Komenrapit 36epirara B QPUITHANEHUL YITAKOBIE Hp¥H TeMieparypl 1e Bre 25° ¢,
- s %’*&« ; ‘

b e e L
Bucnosox: Bimnosinae sumoram crenud &1«"&1&1’?{?717210‘3?@ No UA/0337/01/03
N/ ©) \)

P
? Haxomox H.I, ()j ()72 ”?5/9/.:3)

Hara

Hagaunmie Bigginy worrposo fuoer!

-sz;ééz.*)‘?_if-ééa’c"e;iat{yfog:'uw‘ 7;[‘(26’@30’67?:(‘:1-G’z¢2i;_€;.zz‘~z‘g‘)o;-. X E?%QQOJ% ISOHGIO MU TROYRDID,
o Cepiig- 180125 Jﬁ?‘_;(‘(l]l?ifff(}’fi’zifﬂﬁ;_ m@%@ﬁ%ﬁﬁa‘mi; oboJionko, KEHIKOGOpOsiunnl no
L 250 ez, OViio upotneno (rmrocaroun naxRysanua./ maprysanns) ma NPOGEORH KOUMPOy i skocmi

Ha sULesasHasenii Qinvruyl.y noewii sionosionocmi 3 R ymosamy wooo eupobruyiica
JIRUPCHKUX Sdevbis;, scmanoereny wicyegum p Opeanor; .a maxooi sioHosIONy 0.
Creyupirdiyitl, wo micmamses Y peecppd Z7yez e NaY

o

Virosnosiikena ocofa
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i tarminy®

[

AT «BITAMIH

7
20300, Yepkacexa 06.1., M. Ymanun Yxpaina -
ByJ. YcneHcbKa, 31

ter/paxe (04744) 4-67-60, 3-23-25

Ceprudirar sixoeri Ne 195 gin '"25" sepecus 2023 p.

HaitmenyBagnHs npenapary

Cuna nii/aKTHBHICTD

Po3Mip Ta THI TTaKyBaHHA

Peecrpartiitne nocsiggenns
Ner

Howmep cepii
Hata Bupobuuirsa

Jlinensis Ha BHpOOHUIITEO

KorTpons sixocTi BiAmoBimHO 10

ITAHKPEATHH, Tadiierkn, BRPUATI 0001011010,
KHIIKOBOPO3UnHHI 1o 250 mr

1 TabueTKka MicTHTE: DaHKpeaTuny 250 mr,
10 BiANOBIZA€ AKTHBHOCTI He MeHIIe:
1000 aminomiruunux Ox Ph. Eur,

1200 pimomiTauux Ox Ph. Eur,

80 nporeoaiTuyaux Ox Ph. Eur.

1o 10 Tabierox y 6micrepi, mo 6 6Jaicrepis y nayni

Ne UA/0337/01/03. Tepmin il Ha Tepuropii Vipainn
HeOOMEKCHUIH.

1940923 Kinexicts B cepii 5039 ym.

12.09.2023 p. IIpupatauit o 09.2025 p.

Cepisi AB, Ne 598019

Crenndixauii P/ mo PII Ne UA/0337/01/03

Ne Ilapamerpu Cremudiranis PesyanraTn
1 2 3 4
1. | Omme Tabmetku,  xpyrmoi  dopmm,  BxpuTI

O0DONOHKOIO, 3  IJIaIKOI JBOOMYKIIOIO

TOBEPXHEIO, B1J CBITIO-POKEBOTO O TEMHO-

POXEBOr0 KONBOPY, HOIYCKAEThCH HAABHICT | Bimmosinac

cnenudiunoro 3amaxy. Ha posmami, mpu
POSIISN@HH] T JIyNOK0, BHIAHO  AIPO,
OTOUEHE OMHUM CYUIILHHUM: IIAPOM.

2. | ImenTHdiranis
AMinazg-=

Buzmauarors  2a  aminomiTHusoo  miero Bimmosinae

npenapary
Busuauarors 32 JNNOMTHYHOK  miero | Bimmosimae
npenapary
BusHawaroTe 32 IIPOTEONITHYHOIO miero | Bimmosimae
npenapary

O/!.;} \

He nosunni posmamaruces npotsrom 1 rogunu | Binmosimae
B 0,1 M posuuni xucnomu xn0pucmogodnesoi.
IloBunni posmamarucs B Gocpamnomy | Binnorinae

Oygepromy posuuni pH 6,8 P HpoTsrom
I ropuan.

Crop. 132




L1 2 ] 4
4. | OpHopigHicTH A030BAHKX
ONHHIE:
— npuitManbHe 3HAYEHHS I AV<15,0 2,6

aMimoTiTHYHOI, MIOMTHYHOT 1
IPOTEQJITHYHOI aKTHBHOCTEH

5. | Kinpxicue BU3HAYEHHS

AMiNONITHYHA AKTHBHICTH He menute 1000 aminomitaunrx OJ] Ph. Eur. 1576
JlinonmiTHYHa aKTHBHICTS He menmme 1200 migonitaanux O1 Ph. Eur. 1873
[IpoTeONiTHYHA AKTHBHICTS He menme 80 npoteomitrunux O] Ph.Eur. 125
6. | Mikpobionoriuma B 1 r npenapary HOIIyCKAEThO:
YHCTOTA TAMC se 6insiue 10* KVO, Bixmosinae
TYMC =e 6insure 102 KYO ta Bixnosinae

TONEPaHTHUX [0 JKOBYlI IPAMHErATUBHHX Binmosinae
Baxrepiit me Gimpme 102 KVO.

BincyTricts Salmonella 10 r mpemnaparty. Bimmosinae

Bincyraicts Escherichia coli B 1 r mpemapary. Bianozinae

| Bincyrhicts Staphylococcus aureus B 1 T Bimnosigae
\ penapary.

ir 7. | YnakoBka Bignosiguo mo P Binmosigae

i_8. MapxyBanas Bigmogiaso xo P/I Binnosinae

KomerTapi: 36epiraTy B opuriHamsHifl yIakoBi npu TeMuepaTypi He pume 25° C.

2 0BAR
Bt
Buchopok: Bimmosizae puMoram cnenudikams T go,rPII J\,‘l{,@ A/(337/01/03
E Lop "- "@I 3

}11\’\? onox H.I. ﬂgén %%ﬁf 3

Hata

HayaasHuKk Bingiay KOHTPOJIIO SIKOCTI

kN

[um 5 3ac6i04yI0, U0 HA6EOEHA BULe ingpopmai) ?’5 DGO
Cepiro 1940923 JI3 «(ITAHKPEATHH, mabaemRis;=gRpimi 0060/710HK00, KUWKOGOPOIYUHHI O
250 m2», 6Yn0 6UPOOAEHO (BKAIOUAIOYUYU NAKYBAHHA / MAPKYBAHHS) Ma NPOGEOEHO KOHMPONb il Axocmi
Ha uUwe3a3Hayenill OitbHuyl y NOGHIL gidn0GiOHOCMI 3 NiYeH3IHUMY YMOBAMY U000 GUPOOHUYMEA

nikapevkux 3acobis, 6CMAHOENEHUMU Micyesum pezyimopHUM OpP2anoM, d MaKodic gionogiono 00
chneyugbixayil, wo MICMMbCA Y peecmpayi HOTEROGCLET B,
RS (__‘-—““"“"" S

)

o ‘C':::"':
S Sk
Tt AL g ) é o .
VnosuosaxeHa 0co0a [ e V% /’ﬁ:}%ﬁlpoﬁmxo T.A. ﬂ’/“% % AT
IININNG A Jlara
/ Lo
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AT "BITAMIHI"

20300, Yepxacyka 06, M. YMaHb Ykpaina

ByJ. YcneHcbKa, 31
tesr./dpawc (04744) 4-67-60, 3-23-25

Ceprudixar sixoeri Ne 195 Bix "12" nueronana 2021 p.

HaliMeHyBaHHS IpenapaTy

Cuna mii/akTUBHICTE

Posmip Ta TUI TaKyBaHHs

Peccrpaniiine mocBlT4eHHS

Howmep cepil
Jlarta BupoOHHULTBA
Jlinensist Ha BUPOOHULITBO

Ceptudixar sigmosimaocti GMP

KoHTposs AKOCTI BiATOBITHO JO

INMAHKPEATHWH, TabaeTiH, BKPUTI 000J0HKO0,
KMIIKOBOPOo34nHHI 1o 250 mr

1 Tabnerka MicruTs: naHkpeaTudy 250 mr,
o BiXIToBiNae AKTUBHOCTI HE MEHUIE:
1000 aminoairnunux Ox Ph. Eur,

1200 sinoaituuaux Ox Ph. Eur,

80 nporeosituyrux Ox Ph. Eur.

o 10 Tabaerox y 6uicrepi, mo 6 GicTepis y mayui

Ne UA/0337/01/03. Tepmin nii Ha TepuTopii YKpainu
HeOOMEKSHUH.

1951021 Kinexicts B cepii 5089 ym.

22.10.2021 p. [Ipunarsauit no 10.2023 p.

Cepist AB, Ne 598019

098/2019/GMP

Crenndixanii PJI no PIT Ne UA/0337/01/03

Ne Ilapamerpu Crenudiranis PesyabTaTn
1 2 3 4
1. | Onuc Tabnerxu,  xpyrmoi  dopMu,  BKpHTI

00ONIOHKOO, 3  IJaOKOK  JBOOIYKIIOK
IIOBEPXHEO, Bl CBITIO-POKEBOIO JO TEMHO-
DPOIKEBOTO KOJIBOPY, NONYCKaeThes HasBHICTs | Bimmosinae
crienivyroro 3amaxy. Ha posnami, mpH
PO3MNIAHHI MR JIYNOKX, BHIHO AP0,
OTOUYCHE OOHUM CYI.IiHBHYIM Iapom.

2. | Inenrudixanis

Aminasu Bu3HauaoTs 32 aMijgonitwydoro  mgiero | Bixmosimae
npenapary

Jlimazu BusHavyaroTh 32 JIDONITMYHOK  Jiero | Bigmosinae
mpenapary

[Tporeasn BusHayaroTh 3a UPOTeOoNiTHYHOIO Hiefo | Biamosimae
npernapary

3. | Posnananng

He moBuHHI posrafaTucs npoTsaroM | roqusy | Bigmosinae
B 0,1 M posuuni kuciomu xn0pucmosoonesos.
[ToBuuui posmamatucs B Qocgamnomy | Binmosinae
6ypepromy posuuni pH 6,8 P mpoTArom
1 roguum.
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4. | OngopiaHicTs J030BAHUX
OMUMHMLb:

- HpKHMEUIbHC 3HEUCHHS UL AV<15,0 33
amimomiTiarol, HinomTHyHoT i 4

ITPOTEONITHYHOT aKTHBHOCTEH

5 | KiaskicHe BU3HAYEHHS

AMimoiTrdHa aKTHBHICTh He menme 1000 amimonitaunux O Ph. Eur. 1519
JlironiTHIHA AKTUBHICTD He menme 1200 mimomiteanux OJI Ph. Eur. 1690
IIpOTEONiTHYHA AKTUBHICTh He menme 80 nporeomituunnx OJI Ph.Eur. 130
6. | MixpoGiomoriuxa B 1 r npenapary IIOII}'CKaeTBCH
YUCTOTA TAMC e 6imsme 10° KYO, Bigmosinae
TYMC ne 6imsme 10° KYO 1a Bixmosinae

TONEPAHTHMX  JI0 mgnn rpaMHeraTHBHEX | Bimrosinae
GaxTepit He Giyrble 10 KYO.
Bmcy'rmcrb Salmonella 10 r mpemapary. Binmosinae
Bincyrricts Escherichia coli 8 1 T mpeniapaty. Bigmosinae
Bincyruicts Staphylococcus aureus B 1 r| Bigmosinae

Ipenapary.
7. | YnakoBka Bigmosizso mo P Binmosimae
8. | MapkyBaHHs Binnosiguo mo PJ Bigmosinae

KomenTapi: 36epiraTi B OpUTiHANBAIN YIAKOBIL 15148 TCMHCDaTVDl ge puine 25° C,

Q ‘ "i
Bucrosox: Bimmosinae BUMOram cneund)ma;uﬂ}ii’ﬂ 110 I%M\UA/O%WOI/O?:

’ %axonox H.L /jﬁ /’/y?,@p@/

Havaapauk Bixxiny KoHTpoar SKOCT gi ﬁ

el Hata

&
Lum 5 30C6i04YI0, WO HAGEOEHA BUWE md)ova"“wf
Cepito 1951021 JI3 «IIAHKPEATHH, maoy @?@@5 BRI,
250 m2», 6yno 8upobieHo (emmua}oqu naKyGanus, / MOPRy6anHs,) ma npogeodeno KOHMpolb i1 axocmi
Ha @uu;emguaqemu mﬂbnuzﬂ hY noequ ezc)noczauocmz 3 gumozamy GMP, 6cmanoBieHumMy micyesum

CATETe “zmz;zu Wo MiCMAMLES. Y peecmpayiinomy

OOCbe

YnosHoBa)keHa 0coba

-ﬂPOGmKOT A. // //’/ﬂj/

Hata
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1 2 3 4
4. | OnsopigHicTs K030BaHHMX
ONMHHIb:

— NpUHMAaIIbHE 3HAYESHHS JUIT AV<15,0 2.5
aMIiNTOITHYHOT, IO THYIHOT i
IIPOTEOTITHYIHOT AKTUBHOCTEH

5. | Kiibkicae BU3HaYeHHS

AMINONITAYHA aKTUBHICTH He mentme 1000 aminonitaurnx OJI Ph. Eur. 1441
JlimonmiTryna aKTUBHICTE He menme 1200 minonitaarux O] Ph. Eur. 1724
IIpoTeoriTHYHA aKTHBHICTS He menme 80 nporeonitiarmx O] Ph.Eur. 131
6. | Mikpo6ioorigana B 1 r mpenapary nomyckaerses:.
YHCTOTA TAMC me 6imsrme 10* KVO, Bingmosinae
TYMC me 6imsure 10° KYO ta Binmosigae

TOJCPAHTHHX JIO JKOBYI TIpaMHeraTuBHUX | Bimmosimae
GaxTepiit me Gimpire 102 KYO.
Bincyraicts Salmonella 10 r npenapary. Bignosinae
Bincyrnicts Escherichia colis 1 1 npenapaTy. | Bimmosimae
Bincyrnicts Staphylococcus aureus B 1 r Binmosinae

Ipenapary.
7. | YoaxoBka Binmosinxo mo PJT Binmosinae
8. | MapkyBsanHs Binnosimzo mo PJJ Binmosinae
KomenTapi: 36epiraty B opurinansHill yiakos parypi He Bumte 25° C.

We\UA/0337/01/03

ATaxonox H.I. 6/76( / 0 ; ﬁ@gz

Hara

N7, _
Lum s 3aceiouyro, wo nasedena suwe ingopmatiize J¥mos
Cepito 2230922 JI3 «IIAHKPEATHH, mabnemxu, eKpumi 000NI0HKOI0, KUUIKOGOPO3IUUHHI No
250 ma», byno eupobreno (sxrouaiouu NaKyBaHHsL / MAPKYBaNHS) ma nposedeno KOHmMpOnys ii sxocmi
HA 6UWe3a3HAYeNIl OIbHUYI Y NOGHIT 8i0N0BIOHOCHI-3-BUMO2aMY GMP, ecmanoenenumu micyesum

PezyIAMOpHUM 0p2aHOM, a MAKodKC 6i0N0GINNG VREHEHIRIYIH, wo Micmambes y Dpeecmpayiiinomy
oocwe.

YnosnoBaxkena ocoba

Hara
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“Ytaminy®

20300, Yepxacpka 00.1., M. YMann YKpai'Ha
L [ -1
AT «BITAMIHI BYJL. Yenericoka, 31
Tel/dakce (04744) 4-67-60, 3-23-25
Ceprudixar sixocri Ne 223 gix "06" ’KOBTHsI 2022 p.
Haitmenysanss npemapary ITAHKPEATHH, Taﬁne"mn, BKPHTI 060J10HK0¥0,
KHIUKOBOPO39HHHI 110 250 mMr
Cuna nii/axTuBHicTs 1 Tabierka MicTHTh: naHkpearudy 250 mr,
IO BilNOBiNa€ aKTUBHOCTI He MeHIme:
1000 amioaiTmarax O Ph. Eur,
1200 ninomiraarux Ox Ph. Eur,
80 mporeoaitmunux Ox Ph. Eur.
Posmip Ta Tin naxysanus 10 10 Tabaerok y uicrepi, mo 6 OaicTepis y mauni
Peectpauiitie mocsimuenns Ne UA/0337/01/03. Tepmin nii ma TepUTOpii YKpainu
HEOOMEXKEHHUIA.
Howmep cepii 2230922 Kinskicts B cepii 5084 ym.
Hata BupobHUIITBA 26.09.2022 p. [Ipunatauit no  09.2024 p.
Jlinensis Ha BUpOGHMIITEO Cepisn AB, Ne 598019
Ceprudixar simosimrocti GMP  098/2019/GMP
KonTpois sixocTi Bimmosimmo no _Cnemudixauii P/ no PIT Ne UA/0337/01/03
Ne Ilapamerpu Cnenudixanis PesyabraTu
1 2 3 4
1. | Omue Tabnerxwr,  xpyrmoi dbopmu,  BKpwmTi
O0ONOHKOIO, 3  TNAAKOI0 JBOOIIYKIIOO
IIOBEPXHEIO, Bifl CBITIO-POKEBOrO 10 TEMHO-
POKEBOT'0 KONBODY, NOIYCKAETECS HAIBHICTs | Bimmopinae
cnenudiyHoro 3amaxy. Ha posnawi, npu
PO3TMILINAHHI I JIYIOlo, BHIHO A0po,
OTOYCHE ONHUM CYILIEHUM LIAPOM.
2. | Inearndixanis
Awminasu BusHawatote  3a  aminomitmumoro  miero Binnoginae
Ipenapary
Jlimasu Busnavarots 32 mimomitmumoro miero | Binmosinae
npenapary
I[Iporeasu Busnawarots 32  mporeomitaumoro niero | Bigmosinae
npenapary
3. | Posmamanus He noBuHHI posnanatucs npotsaroMm 1 romunu | Bimmosinae
B 0,1 M posuuni kucnomu X10PUCMOBOOHeB0].
IloBumHi posmamarumes B pocpamnomy | Binmosinae
Oypepromy posuuni pH 6,8 P IPOTATOM
1 romuau.
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Vitaminy® 20300, Yepracska 061, M. YMaHb Vkpaina
A I e T T PO s
AT «BITAMIHM» BYJL Yenenceka, 31
TesL/axe (04744) 4-67-60, 3-23-25
Ceprudikar sicoceri Ne 236 Big ""11" soTHs 2022 p.
HaifvetryBanss mpenapaty IIAHKPEATI/IH, TaﬁJICTKPI, BKPHUTI 000/108K010,
KHIIKOBOPO3uMHHI o 250 mr
Cuna nii/akTuBHICTE 1 TabseTka MicTHTB: DaHKpeaTHHY 250 Mmr,
mo Bixmominae AKTHBHOCTI He MeHIIe:
1000 amisoaiTaannx Ox Ph. Eur,
1200 ximomxiTaanux On Ph. Eur, |
80 mpoTeositnunux Ox Ph. Eur.
Po3Mip Ta Tum maxysanss 1o 10 Tabaerox y 6uicrepi, o 6 Gaicrepis y nauui
Peectpanifine mocsiquenss Ne UA/0337/01/03. Tepmin xii Ha Teputopii Yipaisu
HEOOME)KEHH.
Howmep cepii 2360922 Kinpxicts B cepii 5073 yn.
Hata BupoOuunTBA 28.09.2022 p. [punatanit no  09.2024 p.
Jlinen3is Ha BUPOOHMIITBO Cepist AB, Ne 598019
Ceprudikar Bignosixsocti GMP  098/2019/GMP
Kowrpons axocti Bigmosimmo o Crenmdpiranii P/ no PIT Noe UA/0337/01/03
Ne ITapamerpn Crenndixanis PesynbraTn
1 2 | 3 | 4
1. | Omuc Tabnerxn,  kpyrmoi — Qopmu,  BKpuUTi
000JIOHKOI0, 3 IVIAAKOK  JBOOIIYKIIOIO
IIOBEPXHEIO, Bl CBITJIO-POXKEBOIO 1O TEMHO-
POXXEBOTO KOJIBOPY, NOMYCKAETHCA HAIBHICTL | Binmorimae
cnenrdiunoro 3amaxy. Ha posmami, mpu
pO3MIANAHHI WA JIYNOX, BHIOHO — SOpO,
OTOYCHE OJHMM CYLIIbHAM IIapOM.
2. | InenTudixamis ‘
Awminazu BusnawaroTs 3a  aminomitEyHoro  miero | Bimmosimae
nperapary
Jlimazu Busgawarors  3a  jinmomitmumoro  miero | Bimmosimae
nperapary
IIporeasu Busnawarors  3a  mporeonmituumoro  miefo | Bimmosimae
Iperapary
3. | Pozmapapas He nosunni posmanaTics npotarom 1 romueu | Bigmosinae
B 0,1 M posuuni kucnomu XNOPUCTIOBOTHEBOI.
IToBunEI posmamaTucs B f@m nomyy), Binmopinae
bygepromy posuuni pH 6"8/ PVIIpO’UH“OM
1 rogunu. 1151 _
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4. | OnHopimHicTs K030BaHMX
OHHHb:

— IPUAMAIbHE 3HAYCHHS IS AV=15,0 1,8
aMiTONITHYHOT, JIMOm THYHOT 1
IPOTEOJITHYHOI aKTUBHOCTEH

5. | KinpxicHe Bu3HAYeHHS

AMITIOTITHYHA aKTHBHICTS He menme 1000 aminonitagaux OJI Ph. Eur. 1529
JlimomiTvyHa aKTUBHICTE He merme 1200 niromitaurmx O] Ph. Eur. 1665
[IpoTeoniTHYHA aKTHBHICTS He menme 80 nporeonitianux OJI Ph.Eur. 127
6. | Mixpo6iosorigna B 1 r npenapary lIOHYCKaCTBC}I
YHCTOTA TAMC ne Gimbme 10° KVO, Binmosinae
TYMC ge 6imbue 102 KYO ta Bingmosinae

TOJIEPAaHTHUX IO JKOBYI TI'paMHEraTWBHUX | Bimmosinae
GakTepiit He Gipure 102 KYO.
Bincyrnicts Salmonella 10 r mpenapary. Binnosinae
Bincyruicte Escherichia coli B 1 r npenapary. | Biamosinae
Bipcyrmicts Staphylococcus aureus B 1 r | Bimmosimae

nperapary.
7. | YnakoBka Binmosingo no PJI Binnosinae
8. | MapkyBauus Binrosinso no PJI Bingmosinae

KomenTapi: 36epirati B opUriHanbHii smarc%u%ﬁiﬁ@@pmvpi He Bure 25° C,
¥ LR 6,

Bucrosok: Bimmosinae Bumoram crrenu ik afuii PR o UA/0337/01/03

\ ; A Y25
iMaxoox H.I. ‘/02 //0 M(/ <

Hara

Lum 5 3aceiouyio, wo nasedena euwe ingop. W,
Cepiro 2360922 JI3 «IIAHKPEATHH, maﬁ\\mk’u 6Kpumi 00010HKON, KUWKOBOPO3ZHUHHI RO
250 m2», 6yno eupobnero (8xnouarouy naxyeauus / MAPKYBAHHA) Ma NPoGedeH0 KOHMPONb i AKocmi
Ha euwje3asHadenit OinbHUYl y NOGHIl 6i0nosionocmi 3 umozamu GMP, ecmanoenenumu micyesum
De2YIIMOPHUM OP2AHOM, A MAKONC 8iONQ /&dﬂ"’ 5‘04 cne;z@qbzmuzu WO MICMAMbCA Yy peecmpayitinomy

docee, v\’ g A
Qr’ HOIPARNG

.)s
Ynoenopaxkena ocoGa Q@' ity 4% ';;%POE;MKO TA. 4.7 V. AL

Tigmmiac W57 Iara
\ m »Mr P
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%,ﬁta miny® 20300, Yepracrka 06.1., M. YMaHb yxpama

X ot - O ==

AT «(BITAMIHN» BYJ. Ycmencoka, 31
Ten/dakc (04744) 4-67-60, 3-23-25

CeprudikaT sixoeri Ne 63 Bix ""15" Gepesna 2022 p.

ITAHKPEATHH, Ta6jerku, BKpuTi 060J10HKOI0,

HaitMenyBanms npenapar .
y penapaty KHINIKOBOPO34YHHHI o 250 mr

Cuna nii/akTUBHICT 1 Tabjerka MicTATE: naHkpeaTuny 250 mr,
MO BIANOBINa€ aKTUBHOCTI HE MeHmIE:
1000 aminonirnuanaux Ox Ph. Eur,
1200 ninonirnuyrux Op Ph. Eur,
80 mporeositnunnx Ox Ph. Eur,

Poamip Ta THI makyBanHs no 10 Tabyerok y Guicrepi, nmo 6 6aicrepin y navui

Peecrpaniifine nocsimuenus Ne UA/0337/01/03. Tepmin nii va reputopii Yxpainu
HEOOMEXKEHH.

Howmep cepifi 630222 KinpkicTs B cepii 5073 yn.

Jara BupoOHuITBA 18.02.2022 p. Ipunatuuit no  02.2024 p.

Jlinensis Ha BUPOOGHUUTRO Cepis AB, Ne 598019

Ceprudixar Bigmosiguocti GMP  098/2019/GMP

Konrtposs sxocti BimnosigHo 1o Cnenmdixanii P no PIT Ne UA/0337/01/03

Ne | IMapamerpn Crneuudikamnis PesynabTaTrn
1 2 3 4
1. | Onuc Tabnerky, kpyrnoi  dopmu,  BKpHTI

O0OJIOHKOIO, 3  TIJIAJKOK  JBOOIYKIIO
IIOBEPXHEIO, BiJl CBITIO-POXEBOrO 4O TEMHO-
POXEBOTO KOJLOPY, AONYCKAEThCA HASBHICTE | Bimmosinae
cnenudivraoro 3samaxy. Ha posnami, upu
pO3rNAfaBHI M JIYNOIO, BHAHO SApPO,
OTOYEHE OMHUM CYIIIFHAM LIAPOM.

2. | Inentudikauis

AMinazu A Busnawarots 3a  aminomituunon  miero | Bimmosimae
o npenapary

Jlinrasu E BusnauaroTe 32 JNNOMTHYHOKW  micro | Biamosizae
Tpenapary

IIporeasu Busnavarote 3a  mporteonitwyHolo  giero | Binmosimae
nperapary

3. | Posnananus He nosuuH1 posnanaruca nporsrom 1 rogunu | Bianosinae

B 0,1 M po3uuni kucromu xn0pucmogoonegoi.
IloBunHi po3mamatucs B ochamuomy | Binmorinae
bygepromy poszuuni pH 6,8 P nporarom
1 roguny.
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4. | OgHopianicTs N030BaHMX

ONHHHUL:
— [IpUAMaJIbHE 3HAYEHHS [Uls AV<15,0 5
aMiTONITHYHOT, JIMOMITHIHOT | %9
TIPOTEOITHYHOT aKTHBHOCTEH

5. | KinbkicHe Bu3navenns
AMIONITHYHA AKTHBHICTS He menmie 1000 aminosmitayumux OJI Ph. Eur. 1493
Jlinonitiyna axTuBHicTH He menme 1200 ninonitranmx O Ph. Eur. 1710
IIporeoniTiyna akTHBHICTE He menme 80 nporeonmituanmx Ol Ph.Eur. 132

6. Mi}cpoﬁionoriqna‘ B 1 r npenaparty nomyckaetses:

YHCTOTA TAMC ne 6imsme 10 KYO, Bignosinae
TYMC we 6impme 10> KYO ra Binnosinae

TONCPAHTHUX 10 KOBYI rpaMHEraTMBHMX | Bimmosizae
6axTepiii He Gimpme 102 KYO.
Bincyrnicts Salmonella 10 r npenapary. Binnosinae
Bincyrricrs Escherichia colis 1 1 npenapaty. | Bignorigae
Bincyrwicts  Staphylococcus aureus s 1 r Binnosinae

Ipenapary.
7. | Ynakoska Bianosinzo no PJT Bignosinae
8. | MapkyBauus Bianosinxo xo PJJ Binnosinae

|

Komenrapi: 36epiraty B opurinansHiit yrakosmi opn TeMreparypi He Bume 25° C,

Bucrosok: Bianosinae sumoram cnenmdi "ﬂﬁﬁ{ﬁ)@ thNe UA/0337/01/03

e P AN
59/ e \?X\ S Ao JQV /
Hawaanunk Binaity xonrposto SIKOCTi| x;{' e, 3:8  ITaxonoxk H.I. / 6 D
: 15 gl Hara
P a

&

<
\LB ;
R . 1) ‘4;32 /

Hum 5 3ac6iouyio, wo nasedena suwe zmj)% Ha MOGIFL0I0 MA MOYHOIO.
Cepiro 630222 JI3 «(ITAHKPEATHH, ny Ji;%nkuw\;q@/ I 00010HKO0I0, KUWKO6OPOIUUHII no
250 man, 6yno eupobneno (sxnouarouu naxye\%tﬁ:&:&apfﬁawﬂ) ma nposeo0eHo KOHMpOns ii akocmi
KA BUWE3AIHaveniu OinbHuyl y noeuill 6i0nosionocmi 3 eumozamy GMP, ecmanoenenumu Micyegum
PESYIAMOPRUM OP2AHOM, G MAKONC 8IONOGI eyugikayiv, wo micmamvcs Y peecmpayiunomy
oocke.

pod 77 AL

Ynoeuosaxena oco6a Apobinko T.A.

Harta

N
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Wtaminy® 20300, Yepxacnra 061., M. Ymann Vipaiaa

A Me = 163D

AT «BITAMIHRA> BYii. YcmeHenka, 31
( ” Tel/daxce (04744) 4-67-60, 3-23-25

Ceprudixar axocri Ne 75 Big "05" xeitaa 2022 p.

HaifMeHyBarHS TDT2paTy NMAHKPEATHH, Ta6aeTicn, BRpATI 06070HK00,

KEmMKROEopo3anaMi oo 250 mr

Cuna gil/akTHRHICTS 1 Tabnerra micTiTs: naBkpeatuay 250 mr,
' IO BignoBigac AKTHRHOCTI He MeHme:

1000 aminomiTaaarx O Ph. Eur,

1200 minonitu=gsnx Ox Ph, Eur,

80 nporeoniraaenx On Ph. Eur.
Po3Mip Ta THH AKYBaHHS no 10 TaGneroxr y 6aicrepi, no 6 6aicTepis ¥ magmi
Peectpaniiine noceiggeHms Ne UA/0337/01/03. Tepmin ail 2a Tepuropii Yxpainu

' HeoOMEXeHIH.

Homep cepil 750322 Kinsxicts B cepii _5020 ym,
Hara BupoOHmITEA 24.03.2022 p. Iipuparauii no  03.2024 p.
Jlitiensis Ba BHPOGHUUTEC Cepia AB, Nz 598019

Ceprudikar signopigeocti GMP  098/2019/GMP

Kortpoins axocti iznoeigao o  Cueundixanii P go PII Ne UA/0337/01/03

Ne | TiapameTpu Coenndixania PesyiapTaTa
1 2 3 4
1. | Onuc : Tabnerxu, xpyrmoi  $opmu,  BrpuTi

000NOHKOW, 3 THAAKOIO  JABOOHYKIIOHD
TIOREPXHEIO, BiJ| CBITHO-POKEBOTC [0 TEMHO-
POKEBOTO KOJIBODY, AONyCKAaeTLCS HagBHICTE | Bimmogizae
cuermbigEore 3amaxy. Ha posmami, mpu
POSTIHaHHl [Uif JAynoX, BHEHO SAPO,
OTOYEHE OJEAM CYILUIGHAM MapoM.

2. | Inesrudikanis

Aminazu Brzragaote 338 aMidomitEIHON  micro | Bigmomizae
upenapary

- Jlinasu BuspagaoTe 32  JiDoniTHYHOK  jicxo | Biamosijae
TpenapaTy

Ilpoteazn Bu3Ha4aioTh 32 [OPOTEONiTIFmOI jico | Bimnosizae
TpenapaTy

He mopusgi posnagaTucs npotarom 1 romuun | Bianosigae
B 0,1 M po3uuni kucaomy xropucmosodnesor.
TlopuHEI posnmagatcd B gocgamuomy | Bignosigae
Oychepnomy posuuni pH 6,8 P npotsrom
1 TOJMEH.

Crop. 122



i : 2 3 4
4. | OnmopignricTs Ao3oBanAx
OJAHADL}

~ NpEMMANEHE 3HAYEHES IIa AV<15,0

AMINOMTHYHO], JiToTiTHHOT | 2.8
TPOTEONHTHIHOI SKTHBHOCTEHN

5. | Kinbkicne msnagenns
AMINOITHYHA AKTHBHICTE He menme 1000 amisonitiramux OJ Ph, Eur, 1507
JlinomiTu9sa aKTURHICTE He menme 1200 aimonitasmux O] Ph. Eur. 1704
I'Iporeoni'rma aKTHBHICTE He menme 80 nporeonitaasux O Ph.Eur. 131

6. | MixpoGioaoriana B 1 r npenapaty nomyckaernes:
AECTOTR TAMC =e 6imme 10 KVOQ, Bignogsigae

TYMC ne 6imme 10° KYO 12 Bigmosinae

TONCPaHTHHX [0 JKOBY TrpaMHeraT#BHHEX | Bigmosinac
| GakTepiit e Gimue 10° KYO.
S Biacyrsicrs Salmonella 10 r npenapary. Biamosigae
Bigcyrnicts Escherichiacoliz 1 ¢ npenapaty. | Bimmosizae
Bincyrsicte Staphylococeus aureus 2 1 r | Biznosizac

_ Ipenapary.
7. | Yoaxoexa Bimmorizzo mo PI Bimmioeigae
8. Maplcyzaami Bigmogrizso mo P/ Bignoeigae

Komenrapi: 36epiramy s opurinamniit ynaxopii npu TeMmepatypi He eyme 25° C.

. Ne UA/0337/01/03
. | Haxostox H.I. ﬁéﬁ M . /ZZ)Z Z

Hata

Docye.

Yuoes0BaMeHa 0coba

Hata

Crop. 232
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20300, Yepxacrka 06, M. YMann Yxpaiua
BYJL YcneHenka, 31
Te/daxe (04744) 4-67-60, 3-23-25

Cepradirar sixoeri Ne 84 Bin 06" wsitus 2022 p.

Haitierypanns pemapary

Cura ni/axTasHicTs

Po3Mip Ta THIl HAKYBAHHES

Peccpaniitae nocriguenss

Ho‘M@ cepil

Hara BupobuunTea

Jlinensis ma supo6umITEO
.Cepﬁfr{})ixa'r BimosigHocTi GMP

Kontpons axocri simmosinuo o

TIAHKPEATHH, Tatnerxs, Brpari o0oa0aK0T0,

_KEmKoBoposwaaai o 250 Mr

1 rabaerka micrars: nankpeaTnay 250 mr,
L0 BiANoBiNae AKTHBHOCTI He MeHIIe:
1060 aminonivuaanx Qp Ph. Fur,

1200 pimoairmauax Oy Ph. Eur,

80 {I};QTEOHi’!’H‘IHHiQH Ph, Eur.

mo 10 rabrerory 6aicrepi, mo 6 Guricrepis y navni

Ne UA/337/01/03. Tepmin Iif Ha TepuTOPii Vipainn

‘HeoOMexenni,
840322 Kinexicrs 8 cepif 5016 ym.
28.03.2022p. - Hpumarmmi io 03.2024 p.

Cepis AB, Ne 598015

098/2619/GMP

Cuoenmdiranii PJ{ ao PIT Ne UA/0337/{)1{{?3‘

Ne ' Hapémerpu - Coenndiranin | Pesy_ﬁi;’ram
1 3 | 3 | 4
1. | Omne Tabnerxsr,  xpyrmof thopMr,  Brpmri

OOONOHKO, 3  IIAJKGIO HBOOTIYKJIQKY
IIOREPXHEIO; Bl CBITNIO-POMEBOTO 10 TEMHO-
POXKEBOI0 KOJBOPY, JMOMYCKAaeTsel HASBHICTS | Bizmosinae
crepudieEOro samaxy. Ha posmami, mpm
PO3TNANAHHI WA VOO0, BUIHO SIPO,.
| OTOYeHe OJTHUM CYILIIBHUM [IapOM.

Busuawarors 32 aminonfrugmors  miero Binnosinae
npemapary - | (
| BesnavaroTs 22 mimomirAwEOKD  Jieio Bizmosimae
Ipemapary
BrsHawarote 33 mporeomitmumors  miero | Binmosinae
- npenapary e |
3. He nosnwni posnafatrcs npotsaroM 1 rogmsy | Biamosiiae

B.0,1 M posyunt kucnowmu xnopucmosoduegor,
Hosumni posmamatues B gocamuomy | Bimmosizac
Gyepromy posuuni pH 6,8 P muporsrom
1 rogmm,

/'/3} ¥ zz:/:fz/?fﬂ/ vy (50T L




. 2 3 4

OnnopignicTs HozoBaHHx
OH{HHMID:

- npuﬁmamsﬁe IHAYSHIA [ AVLI1S50 91
aMinoniTianoy, mimomiTrano i ’
[POTEOTITHIHO! aKTHBEOCTEH
‘KinbxkicHe pusnagenns
AntimoniTiyia axTHEHICTR He menme 1000 aminonitaumnk O] Ph. Eur, 1474
JlinoniTeyas aKIUBHICTE He menme 1200 ninonitammux O] Ph. Eur. 1675
IpoTteomiThyna aKTHBHICTE He merme 80 nporeonitmmux OJ] Ph.Eur. : 130
Mikpobionoriaaa, B 1 r npenapary JOOycKacThes:

YHeTOTR TAMC Ee Ginsime 10% KYO, Bianosizae
: TYMC ne 6imsme 102 KVO Ta Binrosingae
TONEPaHTHHX JO JKOBE TIpaMHeratusHuX | Bimgmosimae

6axrepiit me Gimsme 10 KYVO.
Bincyraicts Salmonella 10 r npenapary. Binrosinae
| Bincyrmicrs Escherichia coli 8 1 rmpemapary. | Bimmosinac
Bigcyrmicte Staphylococcus aureus 3 1 1| Biznosimae
_ TpPEenapary. ' _
7. | Ynakoska Bimmosizmo o PII Bixnosinae
8. | MapkyBanns Binnosigao mo PY Biauorinae

.. Haxc‘nom H.L (76‘ W/%)Zfd

Hara

Hii 0GONONKOIg, KUMWIKOEOPOIUUHHL N0

2% WeBarHS) A nposedenc konmpons 1t srxocmi

HG gunesasnaveniit Sinvruyl y nosuil 610R0GIGHOTH 3 eumozamu GMP, ecmanoenenumu micyegum

PecyasmOpHUM OP2AHOM, 4 MAK0IC 6I0N06iI0Ho, Jo cneyudikaylll, wo micmamees y pecempayiiinomy
i S

docwe, SR TQ;%%;@ a;";

pobinke T.A, 5 &% 250

Hara

YooproBaskena ocoda

Crop. 252
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