Ve

AEPXJTIKCITYXXBA YKPATHH
AEPXKABHA CJIVIKEBA 3 JIIRAPCLRJ@_X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMY Y KHTBCBKTIi OBJIACTI

Ipocnext Banepin Jobanosckkoro, 5 1, M. Kuig, 031 10, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog EJIPTIOY 37078774

BHCHOBOK
NP0 SIKICTH BBE3eHOI'o B Ykpainy JIIKapcLKoro 3acody

25.06.2020 Ne 28267/20/10

HAOJOBEHE
(HakiMenyBanms JHRAPCLKOTO 3aco0y 3rixno 3 PeeECTpauitinm NOCBITaEHEAM)
reJb; 0o SO r B 1Y6i; mo 1 TY®i B kopoGui
{dbopma BHITYCKY, J03yBauuny, puy TIEKYBAHHA JTiKapCEKOro 3acofby)

Howmep peecrpaniitroro moceimuenns UA/5565/01/01 CTPOK 1if peecpaniitioro noceixgemy 19.10.2021

Cepist mixapcskoro sacoby Ne W08614 Kimbxicts sBesenoro Jikapeskoro 3acoby 29050
Bupo6umxk Meprie I'm6X, HiMeugnna
(matiMenyBammy BHPOSHMKA HiKapcLkore 3acoly, kpaina TOXOAEH )
Bseseno s Vipaiuy Torapncreo 3 ofMexxenoxo BiINoBiza s HicTIO "Tenra ¥Yxpaiaa", igent.
_xox: 34770471

{(HaliMenyraung ta kox 3a EPTIOV ropunmanot ocobu abo pizsmme, iM's, o GaTekoRi izmanol
0co6H - nignpremuy, i Micite npoxweanmg PeecTpaniinmit HoMep obnikorp] KAPTKH IDATHIKA
noxarkis a6o cepin ta HoMep nacropra)

Hporokon sisyarenoro konTpomo Bin 16.06.2020 Ne 1824/3,

3a  pesymeraramu AEPHABHOrO  KOHTPOMIO ECTAHOBNIEHO, MO JiKapcekEH  3aciG BBE3CHO B Vipainy 3
}inTpHMaH}ﬂﬁ_{!ﬂzﬂ&&{@_{igaxomnancm mozo sabesnedenns sxocti TKapCHKHX 3a3C06iB,
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Mepkne MbX
Tesa AKeHepuK cucTem

NOATBEPXAEHWE BbINYCKA
CrpaHa:

3aKazyumk:

MpoaykT:

Homep cepum:
MepBuyuHan ynakoska
Mepkie Homep cepuu:
CAIN Homep:
flekapcTeenHas dopma;
AKTHBHbBIE UHIPEANEHTDI:
Cuna pgeicreua

EAanHuua aeiictaua
YCnoBMA xpaHeHusn:

Homep peructpaumnonHoro cauaetenscraa:
Paamep cepuu rotosoro npoaykra:

Homep nuueHsuum:
GMP ceprudukar:

NPE3EHTALIUA NPOAYKTA

PopMa yNaKoBKK;
Hauyano ynakosku
KoHel, ynakosxu
Kopobka:

UHCTpYKUMA:

Ty6a:

MpoussoguTtens Banka:

yﬂaKDBuJ,HH, KOHTPOANb KavecTsa:

MpoussoauTens akTusHero
BELLeCTBa:

OtBeTcTBeHHbIN 33 BLINYCK:

7/

raﬁoﬁharm

YKpauHa Hfarta npovsBoacTea: 03.2020
TeBa CpoK rogHoCTH: 03.2023
AONOBEHE, renk, Nel (1 Ty6a x 50 r)

W08614 Pasmep ynaKkosku: 50
W08614 Pazmep cepuu “in bulk”:  1.452.500
W08614

52493

F'ens mectHoro npumerenus
,ﬂ,eucnaHTeHon/ﬂ,Mmemncynbd)ukcmpjrenapMH HaTpKA
25/150/500

mr/r- mr/r-MO/r

He xpaHuTte Bbilwe +25°C

UA/5565/01/01

25.050,000 ynakoBok

DE_BW_01_MIA_2017 0024/ DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 — aeiicTBuUTensHO (Brayboiipen)
DE_BW_01_GMP_2018_0069 gelicTBUTENLHO (Bnay6oiipeH, paiion Beiinep)
DE_BW_01_GMP_2019 0052 — gelicTBuTensHo {(Ynbm)

50 l'enb mecTHoro npumereHna/Msrkas TyBa
16.04.2020

16.04.2020
B53470.06-UA
53463.08-UA
96835.07-UA

Meprne MbX
Mpad-Apko-LLTtpacce 3
83079-Ynbm, lepmanus
Meprne fmbX
Ipad-Apko-Wrpacce 3
8907 ¥Ynem, lepmanus

ACM HytpuwHa Npogakre (KOK) Ntq lafinopa Kemukan Komnaku N1.0.C.

danpu 1880 daitepnoH P
KA245)) EApwup, WoTaaHana 35401 Tyckanysa
Beankobputanua CllA

AHTal JoHyeHr Baiokemnkans Ko.JIrg
7 Yanbaliwarb poag, 264006- AHTa |,
NposuHums WansayH, Kuraii

Mepkae F'mbX

TNiogsur Mepkae Wtpacce 3
89143-BnaybolipeH, NepmaHua

HuKakx cepbesHbix nan KpuTuueckix OTRAOHEHUIA, KOTOPLIE MOTYT NOBANMATL HA BBINYCK CEPUM, He Bbine 3apercTpuposaHo

Hactoawmm s yaoctosepsio, uto NPVBEAEHHAA BbIE UHPOPMALUA ABNAGTCA NOANMHHON M TOUHOH. 3Ta Cepua NpoayKTa Beina Npon3BeaeHa,

EKAKOMAA YNaKOBKY/MaPKUPOBKY M KOKTPOAL KaYECTBA Ha BbILLE YKA3aHHOM yyacTKe
YCTaHOBAEHHbIMK EC, 1 B cooTBeTCTBMM CcO cneundukaursmn Toproeoil LU
dHaM308 cepun Bbine paccmoTpeHo 1 NpU3HaHO cooTBETCTRME ¢ GMP. 3T,

Mepkne I'mBX
I'pag-Apro-lrpacce
D-8%007 ¥Yabm
QO-RST@teva.de

A)

G v fedo 8o g r aogy

TKaX) B NO/IHOM COOTBETCTBMM C Tpebosanuamu GMP,

SN
M;%S}—g epTepa. MpoTokoab NBOW3BOACTBA, YNAaKOBKU K
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YnonHomoueHHoe nuio
Hermine Maijer
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ratiopharm

YKkpauHa
CEPTUDUKAT AHANTU3OB
Hata npoussoacrtea CpoK rogHocTu
03.20 03.20
Cepun Cepwa 3arkasumka Cepua npoaasua
W08614
KoHTponbHana naptua Bepcua 01
202004014174 Cneundukauma
ID npoaykTa: DO17 D017-M-F16

AONOBEHE, renb, Noi (1 1y6a x 50 r)

TecTbi Cneundukaumns Pesynbrathi
Obwue 1 cneynduueckue XapaKkTepUcTUKH
*  OnucaHue OT npo3spayHoro ac cnerka MYTHOTO, BecuBeTHbIN CootsercrayeT
TOMOTEHHLII FeNb ¢ XapaKTepHbIM 33naxom
*  BAaskoctk 550 — 850 mMa-c 714,0 mNa-c
UaeHTndurkauma
*  [Aumeruncynbdokeua (MX unm UK- Bpems yaepmusaHua COOTBETCTBYET CTAHAAPTY CootseTtcrayer (I'X)
CNeKTPOCKOMNKUs)
*  [lekcnavteHon (BIXX uan UK- Bpems ygoepwusanun COOTBETCTBYET CTaHAAPTY CootsetcreyeT (BIMX)
CNEKTPOCKONMA)
* Hatpuii {okpacka nnameHu) Hentoe naama: NosUTUBHO CooTsetcreyeT
Copepmwanue/100 r rens
*  fAumetuncynbdorena (X uam MK- 15,0 r£ 5% (95 — 105 %) 15.11r (101%)
CNeKTpockonuA
*  [excnanteron (BIHKX unm UK- 2,501+ 5% (95 — 105 %) 2,463 r (99%)
CNeKTpocKonug)
Mukpo6uonorus
*  Mukpobuonoruyeckas yMcToTa Oblwee KonnyecTso a3P0BHbIX MUKPOOPraHU3IMOR
(KOE/r) He Bonee 102 CooTeeTcrByer
Oblee KonuuecTro Apoxnoxeid/nnecHesbix rpubos (KO E/T)
He Gonee 10

OrcyTtersue Staphylococcous aureus (1r)
Orcyterane Pseudomonas aeruginosa (1r)

HMaeHTndukaumna/Mukpobuonorus
* [enapuH Hatpua (APTT TecT) LonxeH cooTBeTcTBOBATL CooteeTtcTByeT

Copep:xaHme/100 r rena
¢ lenapuH HaTpusa (APTT TecT) 50000 MO + 10% (90-110%) 51864 MO (104%)

Cepus 6bina NpUsHaHa COOTBETCTBYIOLLCH crneuupuKaLmu.

Mepkne TmBX
I'pad-Apro-lUtpacce 3
D-89079 Ynbm
QO-RST@teva.de
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Mepkne T'm6X
TeBa AXeHepik cuctem

NIATBEPAXKEHHA BUNYCKY

Kpaina: YkpaiHa

3aMOBHMUK: Tesa

NpoAaykT: AONOBEHE, renb, No1 (1 Ty6a x 50 r)

Homep cepii: W20536 Jata BupobHuuTBa: 09.2020
MNepBUHHa ynakoBKa W20536 CTpoK NnpuAaTHOCTI: 09.2023
Mepkne Homep cepii: W20536

CAIN Homep: 52493 Po3smip ynakosku: 50
NikapcbKka popma: lenb AnA micuesoro 3acTocyBaHHA Po3mip cepii «in bulk»: 1.405.000
AKTUBHI iHrpeAieHTH: DekcnaHteHon/AumeTtuncynbdokena/TenapuH HaTpilo

Cwna pji: 25-150-500

OanHnua aji: mr/r- mr/r-MO/r

Ymosu 36epiraHHa: He 36epiratv suwe +25°C

Homep peecTpaujifHOro NocBiAYEHHA: UA/5565/01/01

Po3mip cepii rotoBoro npoaykry: 28.100,000 ynakoBok

Homep niueHsii: DE_BW_01_MIA_2020_0069/ DE_BW_01_Merckle

GMP cepTudmkar: DE_BW_01_GMP_2017_1060- giiicHo (BnayboitpeH)

DE_BW_01_GMP_2018_0069- gjlicHo {bnay6olipeH, paitoH Beinep)
DE_BW_01_GMP_2019_0052- piicHo (Ynbm)

NPE3EHTALIA NPOAYKTY

®dopma YNakoBKU: 50 l'enb gna micuesoro 3actocyBaHHA/M'aka Tyba
MoyvaToK nakyBaHHA: 17.09.2020

3aBeplueHHA NaKyBaHHA: 17.09.2020

Kopo6ka: B53470.06-UA

IHCTpYKUin: 53463.08-UA

Ty6a: 96835.07-UA

Bupo6ruk cepii «in bulk»: Mepkne Tm6X

I'pad-Apko-LWTpacce 3
89079-YnbMm, Himeuunna
NaKyBaNbHUK, KOHTPONb AKOCTI: Mepkne Tm6X
lpad-Apko-Lirpacce 3
89079-Ynbm, HimeuwunHa

Bupo6HUK aKTUBHOI peuOBUHMU: ACM Hytpiwunnn NpogakTe (UK) Nra. Fainopa Kemikan Komnanii TOB
[enpi KA245)) Eapwmp, WoTtnaHain, 1880 datiepnoH Pa
Benuko6puTaHia 35401 Tyckanysa
AinTali NoHueHr baiokemikana Ko N1a CLWA

7 YaHnbakwaHb poas, 264006- AHTai,

MposiHujia WaHbayH, Knutan
BignosiganbHuii 3a sunyck: Mepkne FrmbX

Nioasir Mepkne WTpacce 3

89143 bnay6oitpeH, HimeuunHa
HopHUX cepitosHnx abo KpUTHUHKMX BiAXMNEHD, AKI MOXYTb MaTi BNAMB Ha BUNYCK cepii, He YN0 3apeecTPOBaHO.
AiicHum A 3acBipyylo, Wo HasegeHa Buule iHGOPMaLis € cNpaBXHbOKW Ta TouHolo. LA cepia npoaykty 6yna BWPOTrOTOB/IEHA, BKAKOYAOuN
NaKyBaHHA/MapKyBaHHA Ta KOHTPONbL AKOCTI Ha BULLEBKa3aKii AinaHLi (4inAHKax) 8 NoBHIN BiAnosiaHOCTI A0 sumor GMP, BcTaHosneHnmn €C, Ta B
BianoBigHOCTI 3i cneundikauiamm Toprosoi niuensii kpaiHu-imnopTepa. MpoTokonn BUPOBHWLTEa, NaKyBaHHA i aHanisis cepii 6yno posrnaxyTo i
BW3HaHO BIANOBIAHICTL 3 GMP.
Lia cepia BunyuieHa ans Toprieni.

22.10.2020
YnosHoBa)eHa ocoba
Moritz Hermann

Mepkne T'méX
I'pad-Apko-LUTtpacce
D-89007 Ynbm
QO-RST@teva.de

Crop.132
Mepkne cepis/Homep W20536/52493
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YKpaiHa

CEPTU®DIKAT AHANI3IB
JNata BupobHuLTBa Crpok npuaaTtHocTi
09.2020 09.2023
Cepisn Cepia 3amoBHMKa Cepia npoaasus
W20536
KoHTponbHa napria Bepcia 01
202004033833
ID npoayKTy Cneundikauin
D017 D017-M-F18
AONOBEHE, renb, Nel (1 Ty6a x 50 r)
Tectn Cneundikayin Pesynbratu
3aranbHi Ta cneundivHi napameTpmu
e Onuc Npo3sopwuit abo myTHYBaTUi, Ge36apBHWIA, oaHOPIAHWNA Bianosinae
renb 3 XapaKTepHUM 3anaxom
e  B'askicTb 550 -850 mMNa-c 761,0 mNa-c

laeHTudikayin
o Jumetnncynbookcug (MX abo dyp'e-14)
e JlekcnaHTteHon (BEPX a6o ®dyp'e-14)

Yac yTpumMyBaHHA BiANOBIAAE CTaHAAPTY
Yac yTpumyBaHHA BignoBsiAae cTaHAapTy

Bianosigae (I'X)
Bignosinae (BEPX)

e Hartpiii (3a6apsneHna nonym's) HosTe nonym's: nosutTueHa Bignosinae
Bmict/100 r renio
e [umetnncynvookcng (MX abo dyp'e-I4) | 150r+5% 15.14r
B BiACOTKax 95-105% 101%
e [lekcnaHTeHon (BEPX abo ®dyp'e-14) 2,50r+5% 2478
B BiCOTKax 95-105% 99%
Bunpo6ysaHHa Ha GionoriuHy 6ezneky
o  MikpobionoriyHa uncrora 3aranbHa Kinbkictb aepobHUX mikpoopraHismis (KYO/r) Bignosinae
He Binbwe 102
3aranbHa KifbKiCTb APiXAMKOBWX Ta NNiCHABUX rpubis
(KYO/r)
He 6inbwe 10!
BipcyTHicTs Staphylococcous aureus (1)
BiacyTHictb Pseudomonas aeruginosa {1 r)
laeHTudikania
e [enapwH HaTpito (A4TY TecT) NosuKHHO BianoBIAaTH Bianosinae
Bmict/100 r renio .
e TenapwH HaTpito (AYTY TecT) 50000 MO % 10% 50447 MO
B BiACOTKax 90-110% 101%

Cepin 6yna susHaHa BignosiaHolo cneyudikalii npoayKTy

Mepkne Frm6X
I'pad-Apko-LLiTpacce
D-89079 Ynbm
QO-RST@teva.de

Moritz Hermann

Crop.232




HEPXKIIIKCIIVXBA
JAEPKABHA CJIYKBA 3.JIIKAPCBKI§X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMH Y KHiBCHKIN OBJIACTI

npocrekT Banepis JloGaroBcEkorO, 51, M. KniB, 03110, ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,ht_tgs://www.dls.gov.ua, Kox €IPIIOY 37078774

BHCHOBOK
NpO SKIiCTH BBE3CHOIro B YKpainy JiKapchKoro 3acoby

18.11.2020 . Ne 60850/20/10

JOJIOBEHE

(BaliMeHyBaHHS JiKapCEKOrO 3acoby 3rinno 3 peecrpaniituum IOCBiAYEHHSM)
rejib; o 50 r B 1y6i; no 1 Ty6i B Kopooui

(dpopma Bumrycky, no3ypanHs, Bu TaKyBaHHA Nikapcekoro 3acoBy)
Homep peectpanittioro nocsizaerms UA/5565/01/01 CTPoK Aii peecTpauiiinoro noceimuenns 19.10.2021
Cepis nikapcbkoro saco6y Ne W20536 Kinexicts BBe3eHOT0 Nikapcrkoro 3aco6y 28100

Bupo6ruk Mepxne 'm6X, Himeyunna

(naiiMenyBanHs BUDOGHHKA nikapcekoro 3acoby, kpaiHa NoXomieHHN)

Beeseno B Vxpainy ToBapucrBo 3 06Mesxenolo BimmoBizaMLAICTIO "Tepa Ykpaiua", jenr.
xon: 34770471 '

(nattmenysanus Ta kox 32 CJIPIIOY HopraMYHOT 0co6H a6o mpissuILe, iM'sL, N0 GaTbKoR] dismanol
oco6H - mixnpuemus, ¥ Micue npoxubanss Ta peectpauiitnuit Homep o6nikosoi KapTKH NIaTHHka
nozatkis a6o cepis Ta HoMep nacriopra)

ITpotokon Bisyansnoro korTpomo ix 10.11.2020 Ne 3862/1.

3a pesynbTaTaMH  AepXaBHOrO KOHTPOIIO  BCTAHOBNEHO, WO JiKAapchKHE 3aci6  BRe3eHO B Vkpainy 3
B AKOCTI NiKapCHKUX 3ac06iB.
N P —

Onexcitt COJIOJIPAIL

(iniutam Ta npissume)




JAEPAUIKCIIVIXBA
AEPZKABHA CHIYIKBA 3 JIIKAPCLKI?X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHIBCHKIN OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/daxke: (044) 2753030
E-mail: dis.ko@dls.gov.ua,https: //www dls.gov.ua, Kog €/IPIIOVY 37078774

BHCHOBOK
Ipo SIKICTH BBE3€HOI0 B YKpainy Jikapchroro 3acoly

18.11.2020 Ne 60851/20/10

JIOJOBEHE

(natiMenyBanus mixapcskoro sacoBy arinmo 3 peecTpaniiiuM nocsigIeHHaM)
resb; 0o 50 r B Ty6i; mo 1 Ty6i B Kopobui

- (dhopma BuNyCKy, 03YBAHNS, BHM NAKYBAHH: nikapcLkoro sacoby)

Howmep peecrpauiiinero nocsinuenns UA/5565/01/01 crpox nii peectpani#toro mocsiuerms 19.10.2021

Cepis rixapebkoro sacofy Ne W20651 KinekicTs BRE3eHOTO iKaperkoro sacoby 29150
BupoSmx Mepxkne 'm6X, Hiveuunna
(nafiMerynonHs BHPOOHHKA TiKAapCHKOTO 3acoGy, kpaiHa MoXoaelns)
Beeseno B Yxpainy ToBapuCTEO 3 0OMEKEHOK) Binnosizaneuicrio "Tera Yipaina", jxenr.
‘ won: 34770471

(Ha.ﬁmeuylaamm Ta koZ 34 €IPTIOY 1opunmnol 0codH alo npiseuie, iM n, 0 Garekor disuynol
0coGH - miANPUEMIA, Ti MicIIe NPOXUBAHAN Ta peceTpaniHuit HOMep o6iKOBOT KAPTKY MTATHHKA
noxarkis a60 cepis Ta HOMep nacnopra)

Hporoxon sisyaneroro xontpomo ein 10,11.2020 Ne 3862/2.

3a  pesynsTataMu EPKABHOTO * KOHTPOJEO BCTAHOBNIEHO, MO nikapcbkuit 3aci6 BBesemo B Ykpaimy 3

JOTpHM //unm HM‘\F 3aKOHQAABCTBA 0K 3a0e3meue!its m(ocn nikapcokux 3acobis,
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Mepkne Tra6X
Tesa AxkeHepik crcTem

MIATBEPAXEHHA BUNYCKY
Kpaina:

3amMOBHUK:

Mpogykr:

Homep cepit:
NepBUHHa ynakorka
Mepkne Homep cepii:
CAMM Homep:
Nikapcbka dopma:
AKTUBHI iHrpegieHTH:
Cuna aii:

OanHuua aji:

Ymosu 36epiraHHA;

Homep peecrpaviiinoro NOCBIAYEHHS;

Posmip cepii rotosoro NPOAYKTY:
Homep niyensii:
GMP cepTudumkart:

MPE3SEHTALIA NPOAYKTY

Popma ynakoskm:

MNecuaTok nakysaHHa:
32BeplIeHHA NaKkyBaHHA;
Kopobka:

IHETpYKLiA:

Tyba:

Bupobruk cepii «in bulk»:

NaKyBanbHUK, KOHTPOL AKOCTI:

BUpabHMK akTMBHOT pevoBuHM:

BianosigansHuii 3a By nyck:

ratiopharm

YKpaika

Tesa

AONOBEHE, resw, Nol {1 Ty6a x 50 )

W20651 HAara supobruuTsa: 09.2020
W20651 CTpok npugatHocTi: 05.2023
W20651

52493 Po3mip ynakosky: 50

l'enb ana miclieBoro 3actocysaHHs Posmip cepii «in bulk»: 1.457.500

ﬂeKcnaHTeHon/,D,MmemncynbrboKcvs,qjl“enapMH HaTpio
25-150-500
Mr/r- mr/r-MO/r
He abepiratm Buwe +25°C
UA/5565/01/01
29.150,000 ynakosok
DE_BW 01_MIA_2020_0069/ DE_BW_01_ Merckle
DE_BW_01_GMP_2017_1060— gificHo (bnayborpen)
DE_BW_01 GMP_2018_0069- pjiicHo {(BnayBolipeH, paiioH Beiinep)
DE_BW_01_GMP_2019_0052- gilicHo (Ynbm)

50 lenb ans micyesoro 3acrocysaHHA/M'aka TyGa
18.09.2020

18.09.2020

B53470.06-UA

53463.08-UA

96835.07-UA

Mepkne TBX

Fpad-Apko-WTpacce 3

89079-Ynbm, Himeuunna

Meprne MmBX

Ipad-Apko-LlTpacce 3

89079-Ynbm, Himeuuuna

ACM Hytpiwnnn NMpogakre (UK) NTa,
Aenpi KA245]) Eipump, Wotnanaijsa,
Benukobpurania

AHTal [lonyenr Bailokemikans Ko.flrg
7 HaxGaitwanb poag, 264006- AxTai,
Nposinuia Wanbayk, Kutaii

Mepkne MrmBX

Nwoasir Mepkne Wrpacce 3

89143 bnay6oiipen, Himeyynna

lafnopa Kemikan Komnanii TOB
1880 daiieprioH Py,

35401 Tyckanyaa

ClwA

Hogrux cepiiosnux abo KPUTUMHUX BIAXWNEHE, AKI MOXYTb MaTH BNAMS Ha BUNYCK cepii, He Byno 3apeecTpoBaHo.

AificHum A sacsiguyio, wo HaBeAeHa suule iHdopMallin € cnpaskHLOK Ta TOMHOIO. Us cepia npoaywty 6yna BUPOroTOB/IEHa, BK/AIOYa0OUU
NaKyBaHHA/MapPKyBaHHA Ta KOHTPOAb AKOCT] Ha BULLEBKA3aHid AinAnLi (ainaHkax) 8 nosHif BiANOBIAHOCTI A0 BuMOr GMP, sCTaAHOBAGHUMM €C,Tas
BIANOBIAHOCTI 3i cneundikayismn Toprosoi niyexsii KpaiHu-imnoprepa. MNpoTokoau BUPOBOHULTBA, NaKYBaHHA i aHanisis cepii 6yno poarnanyTo |
BU3HAHO BigNOBIAHICTL 3 GMP,

Us cepis ennywena gan ToprisAi,

22.10.2020
YnosHoBameHa ccoba
Moritz Hermann
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YKpaiHa
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CEPTU®DIKAT AHAMNI3IB
HAata BrpobHuuTBa CTpok npuaaTHoCT
09.2020 05.2023
Cepin Cepis 3aMOBHUWKa Cepis npogasus
W20651
KoHTtponbHa napris Bepcin 01
202004034290
ID npoayKTy Cneuudikaujn
D017 D017-M-F18
AONOBEHE, resb, Nel (1 ty6a x 50 r)
Tectn Cneundikauia Pesynbratn
3araneHi Ta cneyndiudi napamertpu
*  Onuc Mposopuit abo myTHysaTWii, BesBapeHnii, ogHopigHWA Bignosinae
renk 3 XapakTepHMM 3anaxom
*  B'askicts 550 -850 mMa-c 657,0 mMa-c

laenTudikauin
¢ [Jumetuncynedoreng (MX abo dyp'e-1Y)
* [Hekcnanteron (BEPX abo @yp'e-14)

Yac yTprmyBaHHA Bignosigae CTaHaapTy
Hac yrpumysaHHA Bianosinae CTaHOapTy

Bignosinae (MX)
Bianosigae {BEPX)

*  Harpiii (3abapeneHHa nonym'a) HosTe nonym'a: NosuTHBHa Bignosinae
Bmict/100 r rento
*  HAumermncynsdokeng (MX abo dyp'elH) | 150r+5% 1517 r
B BiACOTKaXx 95-105% 101%
*  [ekcnantexon (BEPX abo dyp'e-Y) 250r+5% 2454
8 BigcoTKax 95-105% 98%
Bunpobysanus Ha Bionoriuny Geaneky
*  MikpoBionoriyHa yncroTa 3aranbHa KisbKicTb aepoBHUX mMikpoopraHismie (KYO/r) Bianceinae
He 6inbwe 10?2
3arasibHa KiNbKICTb APIKAKOBMX Ta NAiCHABMX rpubis
(KyO/r)
He 6inbwe 101
BiacytHictk Staphylococcous aureus (1 1)
BigcyTHicts Pseudomonas aeruginosa (1 r)
laenTudikauin
¢ lenapuH HaTpito (AYTY Tect) MosnHHO BigNoBigaTH Bianosinae
Bmict/100 r resto
* Tlenapuw HaTpilo (AYTY TecT) 50000 MO + 10% 50399 MO
B BIACOTKaX 90-110% 101%

Cepin byna Bu3HaHa BignosiaHoo cneuudikayii npoaykTy

SO
AiiRauiAEIs
M;;g_ﬁ?ﬂﬁl 74

Meprne MwéX
lpad-Apro-LWTpacce
D-85079 Ynbm
QO-RST@teva.de
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Moritz Hermann
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FARMIGEA

Bunyck cepii

Ceprudixar ananizy Ne 202006514

OMK 2,
Kon: 009530609 Cepisi: 0221120
Tepmin npunarnocti:  11/2023 Kinekicts, . 13407 Bupobrunurso  10/11/2020
Bunpobypanus Creundirxanin On. Bumiporanus Pesyabrar
Onwuc llposopa cycnensis inrencusnoro poikeroro Konwopy bes  Bignosinae

4aCTHHOK

pH Z63<6,7 6.6
OcmonsapuicTs >270<330 mOcMonb/kr 290 mMOcmonn/ir
O6’em, o noctarnserses > 10 MU 10 mn
lnenwrndikauis akrusnoro NosuTuena IMosuruana
iHrpesicHTa
Kinbkiche Busnavenns =2580,0<110,0 % 104.0 %
rianypoHaty Harpiio
Lienrudikanis koncepeantis Hosurusua Mozurusna
KinbkicHe susnaueHus >90,0<110,0 %% 97.3 %
Oensankouiio xnopumy
loenTudiranis unrikoniny >90,0<110,0 ITosnruBHA
MOHOHAaTpiesol coni
Kinnkiche Busnauenns >90,0<110,0 % 101.1 %
UHTIKOJIIHY MOHOHATPIEROT cosi
Y®-inentudikauis sitaminy B12  Tosuripua Binnosinae
Crepuabhictn Crepunbuii Crepunsiuuii
Iepenipxa komysarta ITonunHa BignoeinaTu Binnosinae
KCHTElHepa
lepesipra konysanns kopobisu Mesuuna BignorinaTy Bianosinae
[lepesipxa incrpyviuii Hopunnua sianoeizary Bignosinae
lepesipka nicas nakysaus Hosuuna signosinatu Bianosinac
Hoaarku ne kaprku cepii Bei aonatku no kapriu cepii nosunni Gyru nepesipeni | Bianoninae

Buxinnui marepianm

Poamip cepii
MobBineri nani

IMpouenypu cumimerng

Kinbricts marepianis

Monitopunr naskonnmunoro
CepeaOBHLLA
Ilinrew va nokymenrax

Konrpons v npoueci

Poapaxynku
w i P

AHaNITHYIE 3aTBepIKEHT - |

Biaxunenns S/ T

(Heuatka «Omikrony) |

117122020 (nianpic)| |

03/12/2020

[ATBEPIMKEH]

Bei Bukoprcrani suxinni i NAKYBalbHi MATEPIANH U010
OrtHey, Koy i Bepeii (akuio CTOCYEThCA) BIANOBINAIOTL

JGHAM, 3a3HAUCHUM Y KapTLli cepii

Posmip cepii signosinac BHPOGHUYIN kapTui

Homep cepii, 1ata supoBururpa 1 TepMin NpuaaTHocTi, a

TAKOA M MOGINLHI aki, 3a3naueni Ha YNakoBLli,

BLAMORINAIOTE BUPOBHH Ui KapTui

Crrananns nokymenranii LONO BUKOHAHHA BCiX

fipotenyp oumieHnst 0GnajinanHs i BUPOGHHUNX 30H

npaBuibhe

Kinexkocri inrpeaicwris Binnosinaots sumorasm

peuentypu cepii

MOHITOPUHI HABKOIMILINEOFO cepeacsuula BiiNORI1ae

creundikauism

Bei nokymenty y kaprui cepii nanescium uniom

nianucaxi | raTosani OnepaTopamMu

Pesynbraru peix suais kowrpomio s npoueci
BIANIOBIAAIOTE HOPMaM, 3a3HaueHiiM Y KaprTui cepii
Bei pospaxywiku siphi, a pesynbratv sinnosigarors
HOpPMaM, BCTAHOBACHUM Y KapTili cepif

(nianue) 03/12/2020
FARMIGEA S.p.A.
Eniza CimonerTi

~AHAIITHYHE 3aTBEPIKCHHS cepii minTaepakeHe
. "\ﬂi){]C}"I‘I'II'CTI) Oyab-aKoro eiaxuneHus niaTRepKkeHa
i \

; ;MCHCJDKE,;J Bininy sikocTi  YnoeHosamena ocoBa
(nianuc) 03/12/2020
FARMIGEA S.p.A.

*ueposbipauco*

Bignosigac

Binnosinac
Bianosinac

Binnosiaae

Bigmosinae
Bianosinac
Bianosigae
Bianerinae
Binnosigae

Binnorinae
Bianosinae

Crop. 13|
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