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| Hadnetiysantn
fikgpenka thopma: TabHetky, BKpuTI

THonep copl GT0227

oBOnoHKO No 125 Mr

Poawip cepii; 9850 yn.

Homep peecrp

EUIAHOTO NQCBIAHEHAR! UA/12306/02/01 TepMIH Al HE COMenaHn

#latd svpobHidteal IQTUIA 2021 I

Cuna aiifakTyg

RigTh; 1 TabrieTka M

ICTUTL apMaATH (2:8TN-B-MoTvn.

Bara saxiHuenfa

'opranl-qn}gx POIYUHHUKIE

{eTanon), %, BeBinbuwe

J-riapokcunipianry cykummar) 126 mr _ . B Tepmity ripugarkocrls 02 2024
Poamip-ta TUNynakoskn: no 10 Tadneroky GnilcTepl, no Tpi Gicrepa pasoM 3iHeTpykuleo [ MeAWYHOr0.3aCTOCYBaHHA AOMILAKTE B navky iz
KapToHY. o = v . : N _

: L ClNELUDIKALLSA 40 MKAn3 _ 7 Peayniratu
Ne Haltmenysanms HonycTumi nopmu Metoan kortponio | BMMPobysakk
3| TOKa3HUIA ) L e ] N )

1 |onue T TabneTky Bihoro age Ginerg S.KRBMYBATUM KOGIEODY 3 ABOONYKNON 0.1 MEAM3.Ta A0y Bidnosidae
i TNEAKO NoBBPXHEH, BREUTI nNiBKOI quonO}-!Kosé.__ araneri cTaTT Ha nikapesk
L 3 30BHIWHIM BATAROM TaGnarki nosknHi signoalaati sumoram dopmu, TaGnerka.
: . pales o . ~ _TatreTku
2 | lnéuTuchikanin . - ' . e (-
Apmagin & Y- crexrp norndHanis eun poSysarora.fostiy B oBnacTi sy 240 25340 um | 1. %1 MKANS 73 16y 3/2:05 Bldnoaldae
v MORAHEH MATH MakCUMyM NornuHarHA npk AosxpuHl xs6nf (287:£2) Hn. {engcrpodistomeTpryso)
Ha xpdﬁé;@rpaM¥~BMnpgﬁ)‘{a'aﬂorb. POatuHy, OTPUMARI npK Bridiaue| n. 22 MKA3 18 Bidaoaidae
; CynyTHIX A0mtLOK (Tadrg 13, NQBYBHA BAANRTACH OGHOBHE RNAMa, BlanosiaHa AGY 2227 (TXy ’
: 3anonokenyam, dopml e InTerEueroeT ocHOBHIA nhaML Ka:xpomardrpaml
I “CTakAapTHOrG- Jo3MHY A -apiaglny (roysa 2} ) . N
RHTapHE KjénoTa Konsopopa PEEKLIR 3 pedopumHom — NOMEPEHYSHG-KOpKsHEBE 3pBapansing s n. 2.3 MKRN3.
R IHrenciskors senetoro. diyopecussiliio. Bidnoaidae
- 3 |Cepenin MaCa TabneTn T Bia 0,2836 1 50 0,3245 1 n. 3 MKANE 1a A0y 0,3062 &
T 1 Ta OAHORIAHICTE Mack ) ) ] Baranbhl crarrl ve nikagoskl
TabneTKY 3a OBHOPIHICHO Mack TaBTeTKM ROBUHHI BiANOBiAETY Biikoran DY, hopuK. Tabnietku:
O 286 _ ~ | % SMEANSTa AOY 295 |  mranosidae
4 | CynyTl nomiwky, %, He. | Onna somiwka - 0,6 % | .4 MEN3va | He sumanen]
Ginewe | ; _ ¢y o o o APY2.2:27 (TX)
5 | Po3viHSHHS BinnosiaHicTs. 38 TpsaMa PiBRAMY. QUIRKBARAS 3 YPEXyBaHHAM Q@ = | 1, 5 MKANG 1a [0y 2983, | Bidnosidae 3a
| 5% : | A plepem S,
L By - HE MeHLWe 80 % ang KowHo! oaMHUL (ensiTpogoTOMaTPHUNO). 84101 %
| B2~ CEPBAHESHAYGHHA (S,+3,) He MeHws 75 %, Hemag wopHei
{ ORVHALL MeHwe 60 %. -
k Sy -~ cepegne anassHNA (Sr+8:+ 8s) He MeHwWe 75 %; e Binblog 2|
s OANHUL: Mekilie 60%, | Hemae XoaHoT oanHWl Mentse 50%, N
& | OnHOpiRHICTE RO3OBARMX | |- ANt MepLanX 10 CAUBMUL: NPUAMansHe Yuena He epeeutlys 15.0. | 0.6 MKANR T2 1~3,6
QAUHHLE 1~ Ansi 30 oauHiaub: npuitmansns 4HCHIO He. nepesulye 15,0 Ta HbY:2.9.40 (PBMY)
PeaynLTaT HoLHOY Bos0saHeT oAkl He & MéHwuy 3a 0,75 M1 ve
: e | Ginbwumisg 1,25 M ) ) ; .
. 7 | 3amiwkosa KinekicTs. ' 05% I TMKAN3 Meniue 0,5 %

8 | MikpoBioriorina uncroTa T
81 r npendpaty 4. 8 MKAI3 7a Ady
~-3a2afbE; YuCHa: He Sinewe 10° Kyeir 2.6.12 4';[
@epobHys-Mikpoopessismia; | o 2,613,614 O :
saeanua oo | He Giristue 107 KYO/ Menuse 10 KoEre
dpiwdxosix mé priceneeux:| ) 2/

| aputie | Bineymhicre: M¢"§§ C}?n,ff? ¥

:Escherithiacoll . _ . . i

9 | Kinbkiche BrsRavents " Bin 01188 rge0.139ar n- 9 MKS03 ra goy 0,1265 2

{apmaais) s 1 vabreTui, r

2:2.29 (BEPX)

Komenrapi: ynjosin 3Gepirass

AiTel micui, |

NieHsis Ha BvpoGHULYTEO niKapebRUX. 3acHBiB cepis-AB Ne 598070 i 13.12.2013 P,
8yn. JlekiHa, 33, 83400, Myratckkg obn,
ByiL. [oualecuka, 9, 93009 Nyravcska obi.,
Ceprudikar GMP NeG0B/2020/GMP &ig 27.01

A~ Npy Teﬁﬁapaxypl‘ Llae.:éig!:m.ee' WCe upurfﬁémsuiﬁ ynakosyi, 3

M. PyBixue, ayr. Noyalacska, 11.
2020 p.

‘Gainodrao arécrauii naopatopit Wisuko-ximiuHorg @Harnisy i konrponio BUPOBHMUYTEa Ne- 461

Ceifoureo atecrauii nabopatopii Gioror
3ansa ngo. ceprndilkaiyiio:
Byno supoBneko-(skmioya
ignosigroct 13 BiMora
cneudikalnmy, Wo MicTATECA B pegetpallliHomy AOCLE,

BOTaHORNEHO BiAROBIHIcTE GMP,
BucHoBsok: | Bidnosidae

Ly

« 11 » 02 2021p,

@g@éw@ﬁVB

Lo ¢

0BONOHKOK 10 125 Mr s
HossoneHo go peanisauii
YnoeHosaXeHa 0coBa 3 AKGET]

orivHore anasilay Ne 352 nia 21.08,.2017 p.
A YacBifvuyky, Wo Hagenens

BUMOram Jj

BHILE IHhopmaL(ia & AoETosipHOK Ta Tou
oMY T BEHHS Ta MapkyBanHs). Ta nposeAsHO £OHTPONL T AKoCT Ha: Bille Bkasanii AinAnL y
Mu GNP,

%kpam;
X TOBAPKCTEO

3 OBMEXEHOK
LHNOBIAANGHICTIO

AEHTUDIKBUIRHKA
1 415663511

93000 Nyrancska o, M; PyGixte,
, M- CesepofiotieLek, syr, Mpomrcnosa, 24-8; 93009 NyranchKa o6, M. PyBixse,

B 19.11,2020 p.
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“FOBHIN

BCTAHDBASHIMNY  MicLBMM PerynATOpHIUM Opragom, & Takox. y BianosjgHoct] 3l
fpoTokonu supoGHALiTeEg, NakyBaHHs Ta aHanisie 6ynv nepernanyT |
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NOCBIAYEHHA NPO AKICTE Ne56

Dietwuna gobaska «AHKCIOME[IHE no 300 mg N220

HAZBA PORyIUIT BHCHOBOK A8pXKasHOT cakiTapHo-eniaemionoriuHorl excneptian Ne 602-123-20-2/34879 eig 08.08.2018p.

HOPMATUSHUA LOKYMEHT TexHiuui ymoew TY ¥ 15.8-30112347-015:2006
BUPOEHNK TOB Hytpiuea”
BWPOEHWYI NOTYXKHOCTI Yepxacoxa 06n., ¢. Cyxxu, Byn. LiesTpankka, 1
JATA BHPOEHWLTBA Thotuit 2021
KIHLEBWA TEPMIH NPUOATHOCTI  Jlotiit 2023
N APTIT 010221
OPFAHONENTHYHI MOKAIHUKW
2 METGRH PEIYNLTATA
HAJBA NOKAIBWKA BUMOT HOPMATHBHOT NCKYMEHTALIT KOHTPONIOBAHHA BMNPOBYBAHD
- Kancynu xenatuHosi npogosrysarol hopmm. BMICT XancynK — NOpowoK, daHcpigr  TY Y 15.8-30112347- o
30BHILHIA BHINAL A e 015:2008 Bignoslgae
Kancynu enacTausi mpd Hafaeniosansl. BMICT Kancyni — cuny4wd mopowok, TYY 15.8-30112347- .
KHCHETERINA 0aHOPIAHHA No Baiil Macl 015:2008 Biariosipee
KCMIP BMICTY KAMCYNK MNopowok Bln SEXEB0ro AG CATNO-KOPKHEBOIO KONMOPY 44 1:’1‘:_'28;; 2M7 Blanosinace
BMICT KANCYNH NOBAHEH Mats cneuwdinMA cMek Ta 3enax, BracTveEwd Cymiwi v 3
::'.:‘:J:AHAX BRIcTY y . Bes nnl 0 T2 [HWHX CTOPOHHIX NpHCmaxie Ta ™y 1;':,:0“;;2347 Bignoslgae
sanaxis )
MEUKO-BICTION4YHI NOKASHWKH
BMMOrY HO AONYCTUMI  DAKTUYHE 3HAYEHHA, HO HA METOOW
HASHA TIOKAIHIRA PiHI, MK, HE BILUIE MK NOCNIIKEHE BIAMITKA NPO BIANOBIAKICTL
TOKCWYHI ENEMEHTH
CBMHEUL 80 <0,02 FOCT 268932 Bignosiaas
KALMIA 1.0 <0,008 rocy 26833 Bianoelpae
MMILFAK 05 <0,08 rocT 26930 Bignosigae
PTYTb | 0.1 <0,0075 TOCT 28927 Bignosigac
OECTUUWAOW
FENTAXNOP He pon. He BaRanexo LCTY ENs12393-2003 Blanoslgac
TAUT-rama-izomep 0.1 <0,005 OCTY ENg12393-2003 Bianceigas
AATI- weratonitu a1 =0,005 OCTY ENe12393-2003 Bignosiaae
ANAPHH He aon. He EuRENSKS ACTY ENg12393-2003 Blanosinae
MIKPOBIONOIM4YHI NOKA3HWKW
KMAGAM, KYO B 4, r, He Ginbwe 1x10* <10 CanluH 42-123-4240 Bignosizas
BIKI {kenichopuu) B 0,1 1 He gonyckaTec He pureneHo CanliH 42-123-4840 Blanosiaac
E.colig10r He panycrawTaca He enseneka CanlnK 42-123-4040 Bianosigac
Saurpus i 0r He ponycranTeen He aurenexo CanluH 42-123-4840 Bignosigac
B.cereus B 1,01, we Sinbie 2x 40 He seszneno CaHMuH 42-123-4840 Bianceiaze
Mniceresi rpuby, KYO B 1.0 1, He
SlnLie ' ' 1x107 He eunsnero CanllvH 42-123-4840 Bianoalaae
Apbxgxl, KYO 8 1,0 r, ve Sinsuie 1x10? He BusENeHO CanlMuH 42-123-4840 Bignosigac
Marorenul mikpoopranismn, B T.4.
Sexr. pony Canmmotens, & 10 ¢ He ponyckawortsca He euRsneso CanllnH 42-123-4840 Signosinac
PALIOHYKNIOW, Exikr
LEAIA 437 200 478 MBU 4785 Biancsinae
CTPOHUIA -90 50 382 MI 12-08-98 Blanosizas
@IINKO-XIMIYHI TIOKASHWKHA
HA3BA [TOKAZHHWKA HOPMA @AKTHYHE 3HAYEHHA METOAW KOHTPOMIOBAHHA
MacoRa 4ACTXa BONOTH, %, He Sinbwe 10,0 - 3rigno 3 TOCT 24027.2
Matosa yacTka JonH Jaranshol, %, He Slnbws odaunli8C 8 UEHMY . ‘}:i’:{a £ drigno 3 FOCT 24027.2
Cepegnn maca amlcTy xancynw, mg i gl4noaifan sHiCTH00 & T 1112 - TY Y 15,8-30112347-015:2008
Croponhl aomiunm 1 {pentugivaud 39, o riauo 3 FOCT 24027.1
Hg mlctur TMO - T,

“
BucHorox: nepesipanuil 3paaok gleTuuro
33 nepesipeHMMW NoKaIHMKaMK BiANOSILa

KElom:

Peanizauito doasonmo. .
TonoBHWd TexHONOr fynoBHoBaXeHa ocoba a skocTi Ta GeaneunocTl

{’,, b Ol 270302
46 0322 it

Boponan . T.
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CEPTUDIKAT AKOCTI Nel123
BiL 18" Gepesun 2021 poky

@-I" COIN-KK-03-055

ASTRAPHARMM

TosapneTBo 3 06MexeHoI0 BiANOBI zANBHICTIO
“ACTPA®APM”

Kueso-Caarownneniub patior, s.3stmrese, syn.Kniseara 6. ven/daxe (44) 239-08-99

Hazea ATEHOU10.1- AHJ, sianosiaxo no skoi | MKS a0 PI1
npenapary: ACTPA®APM, Tabnerku NPOBOAKTLEA aHaNIA: NeUA/4941/01/02, 3minu
no 100 mr Ne20 (10x2) y Ao MKA
Gaictepax
Howmep cepii: 010221 KinbkicTs y cepii; 50 000 yn. NelOx2
Hata supobuuursa: | nioruii 2021 p. Homep niuewsii: Cepis AB Ne 501325
Tepmin noTrii 2024 p. Ceprudikar sianosinnocti | Ne001/2019/GMP
NPHAATHOCTI: GMP:
:: Noxazuuxu Bumorn DaKkTHUNI pe3ynLTaTh
I | Onuc Tabnetku inora abo Maiixe Ginoro konwopy, | TabneTkn  marke Ginoro
Kpyraol Gopmu 3 ABOONYKNOO NOBEPXHEIO | KOALOPY, Kpyrioi dopmu 3
PHCKOIO Ha 0aHOMY Boui ABOONYK0I0 NOBEPXHEIO |
PHCKOIO Ha 0AHOMY Goui
2 | lnewrudikauis YnvtpadionetTosuii  cnexTp  fiorauuanks | Bianosigac
BUNPOGYBAHOTO  pO3uMHY, NPUrOTOBAENOrO
ans Ku’lelCHOI'O BH3HAYEHHA, B OGJIGCTI B!;!l
230 no 350 Hm nosukHMWIT MaTH Maxcumymu
MOFAHHAHHS NPH QOBXHMHAN XBHAb (275:2)
i (282:£2) m.
3 | Cepeans maca Bin 332,5 mMr a0 367,5 mr 3524 wr
4 | Posnaganus He Ginblue 15 xs. Bianosinae
5 | Crupanicts He 6inbwe 1,0 % 0,54 %
6 | Posunnenns Beaunyuna Q =70 %, Bianosinac
7 | OaxopinricTs R0308aHUX | Mae BiaNOBInaTH BUMOraM AdY, 2.9.40 Bianosinae
ONHHHLLb B o ]
8 | Brpara 8 maci npH He 6inbwe 5,0 % 3,23 %
| BMCYWYBaHHT .
9 | MikpoSionoriuna B | r npenapaty nonyckaerscs wassHicTs He | 1. 800 KYO/r;
4HCTOTA Ginbus 1000 Gakrepiii i 100 rpuGis. 2. meniue 10 KYO/r;
He nonyckaetses wassuicts Escherichia Coli | 3. Binnosinae.
slr.
10 | KinbkicHe BuzHauenns Bin 95,0 Mr no 105,0 mr 101,16 wr
11 [ Rakyeauns 3riano sumor MK A, 3min o MKA Binnosigaes
12_| Mapxysanus “3riano sumor MKA. 3vin no MK * | Bianogy,

BHCHOBKH: ATEHOJIOJI-ACTPA®APM. Tabacixn no 100 mr Ne20 (10x2) y &iCT#gh\,‘ cep:m&mﬂ\s
NEpeBipEHUMM NOKAIHUKAMM BiANOBIaE sumoras MK qo PIT NeUA/4941/01/02 Ta 3MH{$§L7JQAM5§8, . r o ;

( Hauansunk BKS MM P Mockos4enko M

) &
MMW’:’GCBI&H}H& uo rasedena euwje inghopmalyis € docmosipron el

Lo cepio np vo supolizeno ma nposedenio Mmmpn Wb 1T akocmi na sugesasnaueniin o tbmnf: y
noenit mdm)e unum

18 xﬁ j u GMP, scmanosienusu sicyesus pezyasmopni UPPUNOM, 4 MAKON
smmﬂo m/nm J:

‘“(, THRITHCA 8 1)(’( CHY, l[/ 10: H'}' ()(Illbc
W% CEP1f, A03807EHA
YnoBHoBaxena ocoba B RkAL FAL I T
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®-I" COIN-KK-03-053

ASTRAPHARAN

TomaprcTso 3 06mencero0 sioeiaansnicTo
“"ACTPADAPM”

Hucao-Ussing e Pathiont, s Bsunoeny gy Kisfuensi 6, Lo Hiune [44) 2590899

CEPTH®IKAT SIKOCTI No391
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_ Bia "08" rpyans 2020 poKy
[ Hazsa ATFEHO10.1- AL BianosiaHo 20 sxor [ MKS no P
npeuapaTy; ACTPAMAPM . 1ad10TRI NPOBATHTLCH AHL1: FNeUAM941/01/02, 3ainm
no 80 s No2() ¢ 10204 Ao MKS
. anicTepax . }
Hamep cepii: G3t120 Kinskicts v cepii: 50 000 yn. NejOx2
| lara BupoGunuraa; Juctonan 2020 p, Hosep Aitensii: Cepis AB Mo 501325
Tepyin micTonan 2023 p. Ceprudiivar BinorianoeT] F Ne001/2019/GMP
LR L [T N GMP: i -
Tk ' — . .
e Mekasunxn Busorn : PaxTHyni pesyanTaTu
] Onuc Tabnersn Sinoro abo vajie Ginoro KOABOPY. | Tadaerku  wmaitke  Gitoro
BPYTADT QJOPMH 3 ABOOHYRAGKD NOBEPXHEIO | KOMLOPY. KPyi107 dopmu 3
DUCKOIO Ha aHoMY Goui HEOONYKION NOBEPXHEL | |
_______ - _ | prexoi 1 OTHOMY on
2| lnewtudbinauis YowTpadionerosuii CNexTp  Aoranuanus | Bianosijae
BHIPOOY BN © PUtHRHIEY. NPHIOTORICHO! O
AR KEBKICHGIO Bihavenpy. o UO.RETI Rig
? 230 20 350 oM noarHRHi aaTe MAKCHVV MK
FOUAHIANHN UPH T0mRMHAK NaHAG (27522)
N L(28247) w _ |
{3 | Cepenns maca Bin 332.5 mr a0 367.5 wr 349,9 mr
4 | Poinanaina He Disthwe 15 xa, _ Bianosidae
|5 nglic s He c")i:lmr_w 1.0 % (}Tﬁ_"é_ ]
.6 ! Posuusnens B | Bemamna Q =70 %, Bianosinae
7 Qanopiicrs aozosannx | M BLINORLI PR BHMOras ADY. 2940 Bianoniiae I
S— kU UL —_ .. ] - _—
8 1 Brpara w vaci npu He Giioige 5.0 % P 3539
BHCY WY Bal 14 _ ” |
9 MikpaGionoriuna B 1 v npenapaty 1003 ckaeThes HassrioTs ne [ 480 KYOrr:
UHTTOTR Ginern 1060 Gaxtepiii i 100 rpidis. 2 menwe 10 KYO/r;
Fle aouyekacines wansnicty Fscherichio Cofi 3 Bianosiaae, !
- 611, o
10! Kiabkiche BHIHALCHHS Bi195.0 w1 o I€_7§_5_‘0 Ml G048 mr
;__”m _"J-L'il-(\‘li_"_!l_i!lﬂ ’,igffl.|.gt,wﬂ1_nluwz NESL 3nin a0 MKS i Bianosiaae
12 Mapkysaius 3rium mivor MK ST e a2 MKS { Biinoeiaae

BUCHORBKH: ATE HOLOJI-ACTPAMAPM. 1ad1e w6 #4 J00 3 No20 (10x2) v Gricrepa,
NEPCBIPEHIAL NOKATHUKAMN BIATIORIIC BHMOr. NS ()/I}ﬂ NeUAM9H101702 1a Fvinam ng

% /1/ -

Hauaneuns BK31 Mocrkenueann VLK.
Jasiwa Hpu cepmidiinanin: Liuv s ACKIOUNIO, Ul naGed e sirge fghopvayis o daCmosipon Py
Lhe cepir npoovsyil o supodizeia e HPOUCOCHT RUITYNLLD 1 RKGCNNE G0 S1014e A 31y e il ¢
pniit sTRBEIOIORRIT :T.r;;uyf{,;awf CGMP. scimanosenmm viciecin PECYAAMONNUN. ODSUIHOM, (RO
BIOROGIIG D0 Cheyyibisanin, o iensmives 6§ PUCCRIETRBONY: Docee, L
LRCHY DR L ey £ YT
P o et BO3BONERA
A0 PEAN

P Lag s /% o P .- e
, —a Ttk AR T 3AUT T o ey T
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