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Cepradirar cepii No 5

Bupobuie dinsHiys,
Adpeca. Yapaa, 04073, a1, Kutia, eyn Konwniscoxa, 38.
Jiyerala cepln AB Ne 598093
Catdaymeo npo amecieiho aadopaniopil Ak 216

Ha3sa npoyKuil, mixaperka dopsa

Tianurris, rabaeTkH,

BKPHT] NJIBKOB0I0 000M0HIK010, 110 20 MT

Homep cepii ZR51124

Homep peccrpatiiizoro RocBifHeHNS

Ne UAS17455/01/02 i€ GeacTtpokoso

Poamip eepii 7152 yn,

Cuna nil/ akTHBHICTE

Ecugraionpamy okcanary — 25,54 Mr,
I1e CKBiDANEHTHO colurratonpamy ~ 20 mr

Hara supobunursa 11.24

PoamMip 12 THiN NaKoBanRHA

ITo [0 Tabnerok y Gnicrepi; no 3 Gnicrepy b mayui

Yipaiua

Hassa kpafun npianaucisg !

BunpoGonynarus nposenee 3a MIST JI3 no PIT Na UA/17455/01/02

Crienndrirania a0 MK JI3

Ne TTokasHuKIt sxecti Jonycraai veski MeTozn KoOUTPOIID PeaynsTarh |
1 | Onnc Tabnerian kpyraol opMit 3 ABOCNYRIOIO TIOBEPXHEIO, 3 picko 3 | 3a .l Binromaae :
oxHoro GoKy, BRpRTI Nnipxonoio obonoukolo Ginoro konsopy )
2 | Imeuridikauis Vaetpadioneroanii CHCKTP MONMHHAREA BHIPUOORYBAHOTO 3am 2.A, Birrpumye ;
ecitimanohpam po3uHHY, ofepxattoro y sinpobysanni , Posusnenns”, s obacti | DY, 2.2.25
Bin 220 1M 2o 270 HM NOBHEEH MATH MAKCHMYM 32 JOBKIHH
wum (238=2) 1.
Ha xpomatorpami sunpoboysaloro posunny, oaepxaniit y 3am 2.B, Burpimyc
sunpoGysamni Kinexicne pianaventa”, vac yTpuMysaHHA *dY, 2.2.29
OCHOBHOFO fiika NOBIHEH BiANOBIAATI YACY YTPHMYBAHHA
OCHOBROIO MiKka 11a xpoMarorpani posumiy mopisustuA {a).
3 | Ouuopinnicts nozosemix | MaloTh ByTpHAMYRATH Blisorn *PY 3am 3, *AdY, 2,940, Burpumye
ONHHHIE 2.2.29
4 | Posunberinn He steynre 80 % (Q) 3a 30 xn 3an. 4,40V, 2.9.3, Binmasinae
2.2.25
5 | Cynposinni zomimki 3an.5,
doatimra A He Binuie 0,3 % *IDY, 2,228 Binnozinae
domnuika B He 6innwe 0,5 % Binnoninae
Jdoxduka C He 6isnue 0,5 % Biznosinae
domitra £ He Ginswe 06,2 % Bignorinae
necnaynghicosana He 6insie 0,20 % Biznnosinac
dosnra
cyva doatieor He Ginpue 2.0 % Biznosigac
6 | MixpoGionoriuna Kpurepil npuiinarnoct: 3am. 6,
4HCTOTA Saranphe yHeno acpoBHIx MikpooprauiMia MY, 5.1.4,
{TAMC) =103 KVO s Ir, 2.6.12,2.6.13 200
JaransHe YHCHO APDKAKOBHX Ta iceHennX rprbin
(TYMC)-10* X¥Oun (r. <10
Bincytuicts Escherichiacolin 1 1. Biyeyrui
7 | Kinskicue srauavenna; Ha MomenT BiNYCKY Tpotarom Tepniny Jam7,
aeyumanonpasy TIPIATHOCT] *Y, 2.2.29
(CaullaFN;0) Bin 19,0 Mr o 21,0 Mr, y Big 18,5 M0 21,0 M, ¥ 20,2
nepepaxysaHHi Ha cecpeitio nepepaxyBanui Ha CepeRio
Macy. TaBIETRH macy Tabaerki
8 | Ynakonka _|#Bifnosinad Nowssor MKS 113 Ta MK 113 Binnoninac
9 | Mapxyeauua | Bixkiobtiac o Aoy TCKCTY MapKYDAHHA.
10 | Vaosy sbepirannn /%8 opurinanuiifl;yidkosui nps remncperypi ve nimue 25°C.
11 | Tepain npugamioeri Mz 3w TLT =71} Ho 11 27
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@-04-027 6 {2
Bupodnnuva otrstuns
Adpeca Vipaina, 073, s, Kuis, gyn Konwatscura 38
Jlijouan cepia AB N2 598093
Cridoymdo npo anecmaitho sadopanopti A2 216

Cepriirar cepii No 7

tassa nponysawnd, Mkapckka dopma

Ciamiurisa, Tabrerkn, Homep copit ZR71124

pxpirri miaisKoBoio o6ononioio, noe 20 Mr

Howvep peccrpainiiiioro HocsIMeHHS

Ne UAS17455/01/02  [ic Gezcrpokono Posap cepri 7200 yn

Cuza il akTanacT Ecunrasonpady okcaaary — 25,54 mr,

10 eKBiBATEHTHO eclyTasonpaMy — 20 ar

Jata supoGmurrea 11.24

Po3wnp Ta THO NAROBAHHA

TTo 10 raGnerox y Gaicrept; no 3 Smerepi v navui

Haisa Kpatsn IpH3HGHEHIA
Yxpaina

BunpoSonyastny nposeacne 38 MK JI3 no PITNe UA/17455/0 1702

Crerubixauin jo MECT 113

. .- 5
Havasuur BKS Byp.\leuxl: KB st /

Mo TToR4HIKH SROCT JonyeriMi Mewt Meromit xoHTpOMIO PesynpTary
1 | Omuie Tabnerkil Kpyriof gopsut 3 AB0ONYKIO0 NOBEPXiiLio, 3 pHCKoo 3 | 3a n.l Binnoninac
osmoro Goky, BKpHTI AmBKoLoio ofononko Ginoro Konkopy
2§ laewrudinatin Yastpadioncroniii cnekTp norskkans sunpobosysasoro 3an 2.A, BuTpHMyC
CCNUNIETONPEM POIWNIHY, ONEpHAHOTe Y BrpoGysamn  Posummenns”, B obaeti | *AOY, 2225
i 220 1M go 270 HM TOBHHEH MATIL MOKCHMYM 38 HOBHIHA
xeani (238+2) nM.
Ha xposiaTorpaMi sHnpoQoByBIHOTO DOSUHHY, ONSRAHIT Y 3amn 2.B. Brirpisiye
sunpodysanui , KinskicHe suznavchna™, 1ac yTpiMyBais *AhY, 2229
OCHOBHOTO Tk TIOBHHCH BIANOBIAATIY MACY YTPIMYBaHRA
OCHOBHOIG KA HA XPOMATOT pAML POIHHHY MOPiBHARIA (a).
3 | Qmuopluncry aososarmun | MaloTs BuTpiiMysati susori *HbY 3am 3, *ODY, 2.9.40, Birrpisye
OTULHHLL 2,229
4 | Pozmmienus He menwe 80 % (Q) 3a 30 xs 3an. 4, 2DV, 2.9.3, Bianosiaac
2,228
5 | Cynposiai f0MINIKH 3am 5,
ooisa A He Ginsme 0,3 % *OMY, 2.2.2¢ Binnostaac
doxnna He Ginviue 0,5 % Binnosenad
dovnura C He Ginvire 8,5 % Branoniiac
doatera L He Ginbre 0.2 % Biaunosiiac
necneyiirosaid He Ginne 0,20 % Bianomaac
doanturd
CrMq JoMInOR He Binpure 2,0 % Binnosiaac
6 | MixpoSioaorinaa Kpitrepil npuiingrHocri: 3am. 6,
YHCTOT& 3arazpie uneno acpofHIX Mikpoopranizsis 0Dy, 5.1.4,
(TAMC)-103KVO & Ir. 2,6,12,26.13 <30
3araneHe HHCNO SRIAHOBIX T ARiceneniX rpubia
(TYMC) ~102 KVO s Ir <10
Buacyriicrs Eschericlua colis 1 1. BincyThi
7 1 Kinkicke sl sHAMCHRA" Ha Moarcst sunyexy TpoTtaros Tepainy 3an. 7,
CORUNLIONpU NpIATIIOCT] *NdbY, 2329
(Crol 1248 X200) Biz 19,0 mrno 21,0 Mr, ¥ Rin 18,5 mro 21,0 mr, v 20,0
E ICpepaxyBanil HA CEPEANTO ACPCPAXYBIHET Ha CepeaHio
! Macy 1abnerii Macy tabneTk
"8 | Ynanoska Bianosizxo no shsor MK JI3 3a MKSL 13 Branoneaac
9 | Mapicysanus Biangofific matoMy TCKCTY MapRYBalTHs,
10 | Yvosk 36epiranus A opiriuanmuii ynikosut upn Temmeparypi tie e 23°C,
11 | Tepmu: npinatiocti Al 3poxii Y Ho 11 27
Anam3 purona; Ocockosa ‘?KB.. Cen ,)i:{‘l. ,lKonGact‘ofR B.1
Bucnosos, Bixnosizac mistordir MK S J13 rﬁOP J‘{"B UNI_?%S 01
r TN POY IO, L
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Jaama npo cep riduratoeo: LIne 7 93esimya. ine Hascnen niiue indopaatus ¢ aoctonipiolo ta Tounoio. Liw ceplio npoaykwi Syro BIpOBICHD
{BETIOTSONE NARYBAILIA TA MApRyBHIE) T npoBéAcHS KORTPONL AKoCTLia-3asyaueltii atnbmiui y nopuiii simonixiocti mivor GMP,
BCTAHUBICHHA MICLeBIM PETYAHTOPHHM CPTUAGM, 8 Takow y nmno/a'uy’gqcﬂ llarqf}‘feugg\]:ikmuﬁ, HKI MICTTELEA ¥ peceTparifivony gocue. [Ipotonoant

BUPOOHHLTER, yTaROLY 1 26ani3in Oym NEPErnAuyT! i BCTRIHOD é'ﬁvd;;inn‘o‘ﬁh"mn'r
snoutn MK J13 qo PTT Ne UA/E7455/01/02 T JOIBONRETHCR I DeEpizauil, i
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Coprnpixar cepii Ne 9

iawgnrrist, raduaeTi, Hosep cepii ZRO1I24
N BEPITE IIBROBOIO 000J0UKOK), 10 20 mr |
745 > Posuip cepil 7148 vin
Jlara wupobumrea 11,24
Gavomoia Hassa xpaing np;. SHANCHHY
Yxpaiua
vt ypeseteny gy MBS I3 a0 P Ne A1 7455/01/07
AU AKOCTE i MOTOAH KOHTDOIIS  Pesys
i el y\p‘vl 101 qu\m 3 ABOOIVEION) HOBEPXHEIO, 3 PHCKMIO 3 Banl Bizmoniz
orptore BORY, BEPHTE IGHBKOBOID 00DHOHEDIO GIHOre KOabOpY
E; Vomrpadioneranuil CHCKIp HOTHINGRNS BURPOUORYBANOTC 3a 2.4, Barpuarys
POBDAILY, 07 Icmwuc)m y snpodynari Porimenis”, obaacti | DY, 2.2.25
B 220 e a0 270 M DOBIHEE MATH MAKCHMYM 33 TORKUHY
xuptrf (238&42) nat
Ha xposatorpani puripofiopysanoio Hnrpuave
i sOysauui JKinsricone sgianer
DEHOBROFO HR TOBMACH BATIOBLIAH Macy YIpUMyBunis :
GEHOBIOTC FI 15 XPOMETOTDAM] PORTIY HOPIRHANHE (3). ‘
3 Moot BITPIHMYBRTH BUMOT =Py Ban 3, FADY, 2.9.40, Brrpuawye
2.2:29
B Tle sennie 80 % Q) 3a 30 xn 3a . 4 KDY, 2.9.3, Bianopiiac
9275
£ EGECIIRINT Ban 3
He *,al‘b\"\ 2.2.29 Bimoniiag
H Bianoniac
] Bimonbiae
i e Bizsonitac
e iinednic e Brinosac
st
Cyiti o e Git nl’IC 2.0 % B uon, !
G| Mispodis Kpurepil npritistiocti: ’B'A 1. 6,
MHETO 1A 3a ‘w,[ CUHEIG ACPOBHIN MIRPOGPILIiMIB Y, 514,
{TAMOY 10T KYO 5 1 2.6.12.2.6.13 <50 :
FarpanHe GHCAD APIPDKOBIN i FENCCHCBHY rpudin
YMCT-107 KYQw <t
Biacysnicrs Fschaerichia coli w1 1. Bicyr
7 Ha MoMeHT BEOYCRY [Iporsross Tepsiny 3aa 7,
r‘s;‘m-“{\fn"*u"“”' Y, 2.2.29
200w,y 31 18,5 a0 280 M1, 19.6
XYBUITHT HA €L cmun
LOHCTEN soy Tadie
§ o Viakosk Branosimio o sior MES 3 Ja MKSH3 Bimonia
G MupryBaiRg Bianoniaae YoMy TCROTY MapKYBEHI
10| Yo sGepuaing T opiy e bR WEEORIL NP TeMITepatypl e BIILC 254G
T oo ] i o 11
Adt

e HoBoL: !3, 1B

THamas Sypaetixe FLB.

A ihta(‘:f‘r\li‘;[’: € AOCTOBIPHOIG T3 TOMHOI0, [l cepivo npoaykidi Gyno srpobaeio
) AKOCT] 11 58 suaveii xmmm 5, mmmn sianosizpocri susor GMP,
HIGHE PALITROMY AOCHE, H:mmxm;m

Basipa fpo coprufikatiin: Ly 4 sacnia
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