s

JIEPXKJIKCITY KBA
AEPIKABHA CJIYIKBA 3 JIKAPChKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KUIBCEKII OBJIACTI

npocniekT Banepis Jlo6anoeckkoro, 51, M. Kuis; 03110, ten/thaxe: (044) 2753030
E-mail: dIs.ko@dls.gov.ua,hiips://www.dls.cov.ua, Kox EAPIIOY 37078774

BUCHOBOK
npo AKicThL BBe3eHoro B Yxpainy JiKapcLKOro 3acoby

09.09.2020 Ne 44798/20/10

XLJIAK ®OPTE
(HaMMCHYBaHHS NiKapohkoro 3aco6y Jriono 3 peecTpauiiinuM nocsigueHHAM)
Kpaiuti opainssi, posaus mo 100 ma y duaxoni 3 IpOoOKO-KpaeILnaero; mo 1 haakony y
Kopodi
(hopMa sumycky, rosypauus, Bun NaKYBAKAA JKapPCHEKOTo 3acoby)

Howmep peectpauiiisoro noceinaenns UA/1013/01/01 CTpoK ail peectpauiiivoro nocsimuenns 01.01.2099

Cepin nixapcekoro sacofy Ne W(07804 Kimbxicts BBe3enoro nikapepxoro sacoGy 29808
Brpo6uux Mepiute I'M6X, HiMeuanna
(HalfMeHyBAHHA BUPOOHEKA NIKAPCLKOTO 3ac08y, kpaiHa MoxomKeHus)
Breseno B Vipainy TosapucTBoO 3 06MesKeHOIO BianmosinaabuicTio "Tepa Yrpaina", ixenr.
xom: 34770471

(nakiMenysaniia Ta koa 3a €JIPTIOY opranaoi ocobu abo npisemue, iv's, 1o 6aTbKOBI hisuunof
ocoGy - nianpuemus, i Micle npoxubanus Ta peecrpauiifuiit Homep o6nixonol kaprin marauka
nojiaTkis afo cepis Ta KoMep macropra)

Hporoxon sisyanenoro kontpomo sin 02.09.2020 N 2817/3.

3a pesynmeTaTaMy  NepKABHOTO KOHTPONO  BCTAHOBNIGHO, W0 JiKapcekuii 3aci6 Beeseno & Vrpainy 3
AOTPHUMAaHHAM BHMOT 3aKOHOIABCTEA LIOA0 336¢3MIeTeH s AKOCTI JIIKAPCEKHX 3ac0Bis.
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Mepkne [mbX
TeBa AXKeHepUKC cucTem

1

fo

ratﬁpharm

NOATBEPKAEHUE BbIMYCKA

CrpanHa:

3aKasumk;

MpoaykT:

Homep cepuum:
MepsuuHan ynakoBka
Mepkne Homep cepuu:
CAll Homep:
Nekapcrsennan dopma:
AKTUBHBIA UHrpeAMEHT:!
Cuna pewcrama;
Eavnuua pelicteus:
Yenosus xpaneHus:

Peructpaumnortoe cemaerensereo Ne;

Pasmep cepuu:
Homep nmueHzmm:
GMP ceptudurkar:

YKpauHa

TeBa

XUNAK ®OPTE, kanau OpasnbHble, pactsop, Nol (1 dpnakon x 100 mn)

W07804 HAata npom3soacrea: 04,2020
W07804 Cpok roaHocTu: 04.2025
W07804

52503 Pasmep nakosanus: 100
OpaneHblii pacteop Pasmep cepuu “in bulk”:  15.842.600

Escherichia coli/Enterococcus faecalis/Lactobacillus acidophilus/Lactobacillus helveticus
249,481-124,741—124,74}498,96

MI/MAN - mr/man - mar/mn - Mr/mn -

Het ycnosui xpanenus

UA/lOlS/Ol/Ol

29.808,000 ynakosok

DE_BW_01_MIA_2017_0024/ DE_BW_01 Merckle

DE_BW_01_GMP_2017_1060 - aeiictayowmii (Bnay6Goiipen)

DE_BW_01_GMP_2018 0069 — Aelictsyrowmii (BrayBolipen paktoH Beinep)
DELBW_Ol_GMP_2019ﬁ0052 — AEACTRYOWME (Y bm)

MPE3SEHTALMA NPOAYKTA

PopMa YNaKkoBru:

Havano ynakosku:
33BEPWEHME YNAKOBKI:

Mapkuposxka:
Kopobka:
MHCTpyRUmMa

Mponssogutens cepun “in bulk”:

YNaKkoBUMK, KOHTPOAL KadecTaa:

OteeTcTaeHHbIN 33 BbINyCH:!

Hukakux cepseaibix uan KPUTHHECKUX OTKAGHEHMI,

100 OpanbHeiit pacteop /CrekaatiHan OyTeIAKa
10.07.2020

13.07.2020

53528.08-UA

$53837.09-UA

53923.09-UA

Mepkne fmBX

A-p Amopax-Crion-LWrpacce 7
83143-Bnay6oitpen, frepmanua

Mepune Tm6X
Mpad-Apko-LUTpacce 3
89079-Yabm, Mepmatna

Mepkne Tm6X
Nwoasur Mepkae [UTpacce 3
89143-bnay6oiipen, lepmanun

KOTCpble MOTYT NOBAKMATL HA BbINYCK cepuu, He Buino 34perncTprpoBaHo

Hactoawmm a yaoctosepaio, yte MIPVBRASHHAA BbILIE MHOOPMALMA ABARETCA NOAANHHON W TOUYHON. 3Ta cepua NpoayKTa Bbina npoussegexa,

BKNIOY2A ynaKoBky/mapxuposky

YCTaHoBACHHbIMK EC, U & cooTBeTCTBIM co cneuuduKaumnamm To
aHaN1308 Cepuu BbIN0 paccMoTpeHo 1 NpW3HaHo cooTBeTeTare ¢ GMP.
37a cepua BoINYWEHa ANs TOProsnu,

07.08.2020
HAata

M KOHTPOAL KAYeCTEA Ha Bbile YKazaHHOM YHacTKe (y4acTkax) B NoAHOM COOTBETCTRIM ¢ Tpebosarnamu GMP,

FOBOﬁ ANUEH3 MW CT) dHBI-MMNOpPTERa. npOTOF{OﬂbIF! CWM3B0 CT8a, YNaKOBKKU K
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YKpauHa

CEPTUGUKAT AHA/IU3OB

Hata npoussogcTaa

-

Cpok rogHocTH

04.2020 04.2025
CepunA Cepua 3axkaszuymka Cepua npoaasua
WO07804
KoHTponbHan naptua Bepcra 01
202004028392 Cneupndrikaums
ID npoaykra HOR2 H002-M-F16 ]
XWNAK ®OPTE, kanau OpanbHble, pacteop, Nel (1 gpnakon x 100 m)
[ Tecror Cneundukauua PesynbTarsi —‘
Obwwme u cneundpuyeckue XapaKTepUCTUKK
*  Onucanue Mpo3spavHbIiA pacTsop oT cBeTNO-KenToro 4o Cootsercrayer
HE/ITO-KOPUYHEBOTO LUBETA C XaPakTepPHbIM
KMCIBIM apomartom
*  3HayeHue pH 3,0-3,4pH 3,07 pH
*  NnoTHocTk (npu 20°C) 1,040 - 1,095 r/mn 1,053 r/mn
*  [p03padvHoCTs # onannecueHums < 3TA/IOHHAA cycneHsus | CooTeeTcrayer
e LBerHocTs < BY1 (pacTeop, pasbasnenHsiii obecconenHoid
*  OpHOPOAHOCTL 4O3MPOBAHWA Kanenb B0A0# 1:3) Cootsercreyer

(n=10) Karaan noza B npegenax X + 10% He pyTuHHbIA TecT

MapeHtudurauua

®*  MonoyHaa kucnoTta Bpema yaepmusanma COOTBETCTBYET CTaHAApTY CooTBeTcTBYET

*  Jlaktosa (Peakums ocamaeHns) KpacHsii ocagok: nonokuTensHas peaxLuma CooTseTcreyer

*  Kanua copbBar Bpema yaepwmnsanua COOTBETCTBYET CTaHAapTY CootsetcTayer
Copepanme/1 mn pacrsopa

*  MonoyHas kucnoTa 75,0 mr £25% 78,77 mr

* Jlakrosa 50,0-70,0 mr 60,2 mr

*  Kanua copBat 1,135 mr -30%, +5% 1,038 mr
Mukpobuonorus

*  Mukpobuonormyeckas ynetoTa Eap. bapm. 5.1.4 CooTteetcrayer

Cepwa Bblna npy3HaHa COOTBRTCTBYIOLLEM CneuuduKaumu.

Meprkne FTmBX

Mpag-Apko-Wrpacce 3
D-89079-Yabm

Onepauuu no Kauecrey

07.08.2020

Moritz Hermann

Crp.2u3z2
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YKpauHa

CEPTUGUKAT AHA/IU3OB

Hata npoussogcTaa

-

Cpok rogHocTH

04.2020 04.2025
CepunA Cepua 3axkaszuymka Cepua npoaasua
WO07804
KoHTponbHan naptua Bepcra 01
202004028392 Cneupndrikaums
ID npoaykra HOR2 H002-M-F16 ]
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[ Tecror Cneundukauua PesynbTarsi —‘
Obwwme u cneundpuyeckue XapaKTepUCTUKK
*  Onucanue Mpo3spavHbIiA pacTsop oT cBeTNO-KenToro 4o Cootsercrayer
HE/ITO-KOPUYHEBOTO LUBETA C XaPakTepPHbIM
KMCIBIM apomartom
*  3HayeHue pH 3,0-3,4pH 3,07 pH
*  NnoTHocTk (npu 20°C) 1,040 - 1,095 r/mn 1,053 r/mn
*  [p03padvHoCTs # onannecueHums < 3TA/IOHHAA cycneHsus | CooTeeTcrayer
e LBerHocTs < BY1 (pacTeop, pasbasnenHsiii obecconenHoid
*  OpHOPOAHOCTL 4O3MPOBAHWA Kanenb B0A0# 1:3) Cootsercreyer

(n=10) Karaan noza B npegenax X + 10% He pyTuHHbIA TecT

MapeHtudurauua

®*  MonoyHaa kucnoTta Bpema yaepmusanma COOTBETCTBYET CTaHAApTY CooTBeTcTBYET

*  Jlaktosa (Peakums ocamaeHns) KpacHsii ocagok: nonokuTensHas peaxLuma CooTseTcreyer

*  Kanua copbBar Bpema yaepwmnsanua COOTBETCTBYET CTaHAapTY CootsetcTayer
Copepanme/1 mn pacrsopa

*  MonoyHas kucnoTa 75,0 mr £25% 78,77 mr

* Jlakrosa 50,0-70,0 mr 60,2 mr

*  Kanua copBat 1,135 mr -30%, +5% 1,038 mr
Mukpobuonorus
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Cepwa Bblna npy3HaHa COOTBRTCTBYIOLLEM CneuuduKaumu.

Meprkne FTmBX

Mpag-Apko-Wrpacce 3
D-89079-Yabm

Onepauuu no Kauecrey

07.08.2020

Moritz Hermann
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Mepkne rm6X
TeBa AKEHEPUKC CUCTEM

MNIATBEPKEHHA BUNYCKY
Kpaina:

3aMOBHMK:

Mpoaykr:

Homep cepii roTOBOro NPOAYKTY:

MNepBuHHa ynakoBKa:

Mepkne Homep cepii:

CAIN Homep:

Nikapcoka popma:

AKTUBHI iHrpesjieHTu:

Cwuna pji:

OguHuMua aji:

Ymoeu 36epiraHHa:
PeecTpauiiHe noceigueHHs No:

Po3mip cepii roTOBOrO NPOAYKTY:

Homep niueHsii:
GMP ceptudikar:

NPE3EHTALYIAl MPOAYKTY

MaxkyBaHHA:

Homep cepii Ha BTOPWHHIHA yn.
Mo4YaTOK NaKyBaHHA:
3aBeplUeHHA NaKYBaAHHA:

ETMketka:
Ynakoeka:
IHCTpyKUia:

BupobmHuk cepii “in bulk”:

MNaxkyBanbHUK, KOHTpPOAb
AKOCTI:

BignoBiganbHWiA 3@ BUNYCK:

ratiopharm

YKpaina

Tesa

XU/IAK ®OPTE, kpanni opansHi, po3umt, Nel (1 ¢pnakoH x 100 mn)

X12039 Dara supobHuuyTea: 07.2021
X12039 Tepmin npugaTHoCT: 07.2026
X12039

52503 Po3mip ynakoBku: 100

OpanbHuid po3uuH

Escherichia coli/Enterococcus faecalis/Lactobacillus acidophilus/Lactobacillus helveticus
249,481-124,741-124,741-498,96

mr/mn - mr/man - mr/mn - mr/mn -

He notpebye cnewjanbHux ymoB 36epiraHHsA

UA/1013/01/01

20 050 ynakoBoK

DE_BW_01_MIA_2020_0069/ DE_BW_01_Merckle
DE_BW_01_GMP_2020_0151 — giloumii (Enay6oiipeH)
DE_BW_01_GMP_2018_0069 — gjtounii (EnayboiipeH, palioH Beiinep)
DE_BW_01_GMP_2020_0154 — ajioumit (Ynbm)
DE_BW_01_GMP_2019_0052 — nonepeaHiii (Yabm)

100 mn OpanbHuii po3umH / CKAAHA NAALIKA
X12039

30.09.2021

30.09.2021

53928.09-UA

$53937.10-UA

53923.09-UA

Mepkne I'm6X

O-p Qwopax-Cnox-LUrpacce 7
89143-6nayboiipen, Himeuunna
Mepkne Mm6X
pa¢-Apro-LLitpacce 3
89079-Ynbm, HimeuynHa
Mepkne m6X

Mogsir Mepkne Wrpacce 3
89143-bnayboiipeH, HimeyunHa

YHoHMX cepHo3HMX 360 KPMTHYHMX BiAXMAEHD, AKI MOXYTb MaTW BIIMB Ha BUMYCK Cepii, He 6yN0 3apeecTpoBaHo.

NiicHMm A 3aTBEPAKYIO, WO HaBeAeHa Buwe iHGOPMALA € CNPaBXHLOK i TOYH epia npogykty Gyna BMrotosneHa,

GMP, BcraHoBneHumu €C, i B BignosigHocTi go cneuudikauin Toproeol ni
NaKyBaHHA | aHanisie cepii 6yno po3rnaHyTo i BU3HAHO BiANOBIAMICTL A0 GMP
Lis cepisa BunyweHa anna Toprieni.

[ara [ Yac: 13.10.2021 / 09:27:58
3areepaxeHo: Moritz Hermann YnoeHoBaxeHa ocoba
JLOKYMEHT CTBOPEHUIA B €/IEKTPOHHOMY BUINAA] 3 €NEKTPOHHUM NMiANMCOM.

Mepkne 'm6X Nl v oz Crop.132
Ipad-Apko-Liirpacce 3 cepin/Homep X12039 /52503
D-89079 Ynom

QO-RST@teva.de



ratiopharm

Ykpaina
CEPTUGIKAT AHANIZY
[Nata sBupo6HULTEa CTpoK npuAaaTHOCTI Bepcis
07.2021 07.2026 01
Cepia Cepin 3aMOBHMKA Cepia npogaBua
X12039
KoHTponbHa napria
202104029175 Cneumdikaunin
ID npoayxry HO02 H002-M-F19

XI/TAK ®OPTE, kpanni opanbHi, po3uun, Nel (1 ¢pnakox x 100 mn)

BunpobyBaHHsa Cneuudikauia Pesynbtatu
3aranbHi Ta cneymdiuxi napameTpu
e Omuc Mpo3opuit po34mH Bij, CBITN0-HOBTOrO A0 HOBTO-
KOPMYHEBOTO KONbOPY 3 XapaKTepHUM KUCUM
apomaTom Bignoeigae
° 3xauexha pH 3,0-3,4 pH 3,18 pH
e Tycmna (npu 20°C) 1,040 — 1,095 r/mn 1,054 r/mn
* [llposopicTb i onanecueHuyis < eTasIoHHa cycnexsis Il Bignoeigae
* 3abapeneHHa < BY1 (po34uH, pO3BeAEHNUi AeMiHepani3oBaHolo | Bignosigae
Bogoio 1:3)
e  OgHOPIAHICTb A03YBaHHA Kpanenb KomHa go3a B mexax x + 10% Bignosigae
laeHTndikauia
s  MonouHa kucnota (IX) Yac yTpuMyBaHHA BiANOBIAaE CTaHAAPTY Bignosigae
e Kaniio copBar (BEPX) Yac yrpumyBaHHA BiANOBIgAE CTaHaapTy Bignoeigae
e Jlaktosa (Peakuin ocagyeHHs) YepBOHMIA OCaA: NO3MTUBHA PeaKLia Bignoeigae
Bmict/1 mn posuuny
e  MonouHa kucnora (IX) 75,0 mr £25% 80,58 mr
Yy BiacoTkax 75-125% 107%
e Kaniio copbar (BEPX) 1,135 mr-30%, +5% 1,092 mr
®  yBigcoTKax 70-105% 96%
e  Jlakto3a (TMTpyBaHHA) 50,0-70,0 mr 63,2 mr
BunpobyBanna Ha Gionoriuny 6eanexy Epp. Papm. 5.1.4 Bianosigae
e  MikpobionoriyHa yucrora TAMC: < 102 KYO/r
(€sp.Papm. 2.6.12, 2.6.13) TYMC: <10 KYO/r
E.coli: gigcyTHi/r

Cepin Gyna Bu3HaHa signosigHoio go cneumndikauyii

Jara [ Yac: 13.10.2021 / 09:27:58

3areepmkeno: Moritz Hermann YnosHoBaxeHa ocoba
JIOKYMEHT CTBOPEHHIA B eNeKTPOHHOMY BUrNaZi 3 eNeKTPOHHUM NiANUCOM

Mepine TmbX T 4
Ipad-Apko-Liirpacce 3 = N
D-89079 Ynbm
QO-RST@teva.de

Crop.232




JEPXJIIKCIIYKBA
AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCHKIM OBJIACTI

npocnexT Banepis JloGanoecekoro, 51, M. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
Npo SAKiCTHL BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

23.11.2021 Ne 67607/21/10

XIJJAK ®@OPTE

(HaliMeHyBaHHSA JiKapchKoro 3acofy 3riiHo 3 peecTpaliiHIM MOCBiHEHHAM)
Kpamii opajsHi, pozuns mo 100 ma y duraxoni 3 npodxoro-kpaneasHuneo; no 1 gpaaxony y
KopoOui

(dopma BuITyCcKy, HO3YBaHHS, BAJ| IAKYBAHHA JiKapchKoro 3acoby)

Homep peecrpauiiinoro nocsiruenns UA/1013/01/01 crpox nii peectpauiitaoro nocsinuernns 01.01.2099

Cepis nikapcskoro 3aco6y Ne X12039 KinskicTs BBE3eHOTO Nikapeskoro 3acoby 20050
Bupo6uuk Mepxie I'm6X, Himeuunna
(naliMeHyBaHHA BHpOOHHMKa NiKapchKOTO 3ac06y, Kpaila NOXOMKEHHA)
Baeseno B Yxpaify ToBapucTBO 3 00Mekenol0 BianosinaabnicTio "Tesa Ykpaina', inenr.
xon: 34770471

(uaiivenyBauns Ta koa 3a €IPTIOY ropuan4Hoi ocobu abo npizsHine, im'a, no 6aTekoBi (isHunOT
ocobu - mianpHeMus, ii Miclie IpoKMBaHHA Ta peecTpauiiinmii HoMep o6nikoBol KAPTKH IUIATHHKA
- : nofatkie abo cepid Ta HOMEP NacnopTa)

TMporoxon Bisyanuroro koutpomo six 12.12:.2021 52 4101/1.

3a pesynLbTaTaMH KEPKATHOrO KOHTGOJIO BCTAHOWIEHO, - MO Jikapcskuli 3acid  ppeseno B Vkpaimy 3
.IIOT[)HM:!HHHM BIMOT 33KOHOJARCTEA LIO/IO 3a0e3neuer s AKOCTI Jikapchkux 3acobis.

Hepicdrnol. %mgpo}\am 3acobir . ,
e *ﬁm\ ﬁam:yl{nm%m %/ 3y6apepa H. B.

Ocoba oprany/ epgammf‘o KOHTPOMIO) “:.  w: ', . (mimmuc) (ininjam Ta npissunie)

\\ ?’da??* wﬁgﬁﬁ /

Kulsg __,/.’_ :
— -




HEPXKIIIKCITY KBA
AEPKABHA CJHYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJIACTI

npocnekT Banepis JlobanoBcskoro, 51, M. Kiis, 03110, Tem/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https.//www.dls.gov.ua, Koxg €IPTIOY 37078774

BHCHOBOK
Nnpo SIKICTH BBE3€HOI0 B YKpaiHy JTiKapchbKoro 3acody
01.06.2022 Ne 20906/22/1011
X1IJMAK ®OPTE

(HaliMeHyBaHHA TTiKapCHKOTO 3acoy 3TiTHO 3 peecTpaliliEIIM NOCRITIeHHAM)
Kpamii opaibhi, po3uns mo 100 v y ¢gurakoHi 3 npodKolo-kpaneabHHIER; 1o 1 daakony y
Kopooni

{thopMa BUNYCKY, 1OIYBAMIEA, BIL] HAKYBAHEA MiKAPCHKOIO 3ac00y)
Howmep peectpaniitnoro nocsiquenaas UA/1013/01/01 crpox aii peectpaniitoro nocsiguenns 01.01.2099
Cepis nikapcekero 3acoby Ne X22558 KimbkicTp BBe3eHOIC MKapchKoro 3acedy 16672

BupoBHIK Mepkie I'mOX, Himeutnaa

{HaiiMeHYBaHHA BIIPOOHIIKA IiKAPCEKOTO 3ac00Y, KpalHa IoX0KeHHA)

BBeseHo B YKpaiHy ToBapHeTBO 3 00Me:keHO0I0 BinmoBigaabHicTIo "Tepa YKpaina",
imenT. koa: 34770471

(HaltMeHyRaHEA Ta ko1 2a €APIIOV roplimrdHoi ocodil abo Mpiseinme, iM'd, o HATEKORL
tizirEei ocodIl - MiTOpIeMd, il Miclie MpMKIBAHHA TA peccTpaltiiianil Homep obmikoBoi
KAPTKII IIMATHIIKA TOJATKIR 200 cepid Ta HOMep OacmopTa}

IIporoxon BizyanbHoro kontpomo iz 01.06.2022 Ne 1249/3,

3a pe3yNbTaTAMH JEpKABHOTO KOHTPONK: BCTAHOBIEHO, IO JIKAapchKHi 3acid BBeseHO B VYipaimy 3

JAOTPHMAHHAM BHMOT 33K0HOJABCTBA LICIC 3a0e3NeUeHHS SKOCT] MKAPChKIIX 3ac00is.

% 3y6apesa H. B.

{migmnc) (ininianu Ta npissnuLe)




Meprne TMEBX
Tesa AMEHEPHKC CUCTEM

NIATBEPAXKEHHA BUNYCKY
KpaiHa:

3aMOBHMK:

MpogywT:

Homep cepil roTOBOTC NPOAYKTY:

NepervHHa yNaKoBKa:
Meprae Homep cepii:
CAlN Homep:
flikapcora dopma:
AKTUBHI iHrpeaieHTH:
Cuna gji:

OaunHnUA aji:

YmosuM sbepiraHHa:
PeecTpauifiHe noceigyeHHa No:

Po3mip cepii roToBore npoayKTy:

Homep niueHsii:

GMP cepTudirar:

MPESEHTALIIA NPOAYKTY

MakyBaHHA:

Homep cepii Ha BTOPUHHIA yI.
Mo4aToK NaKkyBaHHA:
3apepweHHA NaKYBaHHA:
ETukeTka:

YnakoBKa:

IHCTpYKUiA:

BupoBHuk cepii “in bulk”:

MaxyBaneHUK, KoHTpone
AKOCTI:

BignosigansHUi 32 BUNYCK:

ratiopharm

YKpaiHa

Tesa

XINAK ®OPTE, kpanni opaneHi, posumH, Nol (1 ¢dnakon x 100 mna)

X22558 AaTa evpobHuuTBa: 12.2021
X22558 TepmiH NpUAATHOCTI: 12.2026
X22558

52503 Po3mip yNaKoBKM: 100

OpansHUiA po3yuH

Escherichia coli/Enterococcus faecalis/Lactobacillus acidophilus/Lactobacillus helveticus
249,481-124,741-124,741-458,96

ME/BAA - mr/aan - mr/aman - mrfmn -

He notpebye cneuianbHUX yMmos 36epiraHHA

UA/1013/01/01

19 472 ynaKoBoK

DE_BW 01 MIA 2021 0119/ DE_BW 01 Merckle Weiler

DE_BW 01 MIA 2021 0120/ DE_BW 01 Merckle Ulm

DE_BW 01 MIA 2021 0121/ DE_BW 01 Merckle

DE_BW 01 GMP_2021 0173 — pitoduid (BnhayBoiipeH)
DE_BW_ 01 GMP_2021 0175 — pitoduid (EnayBoiipeH, paioH Belinep)
DE_BW 01 GMP_2021 0174 — gjio4uii (Yaom)

DE_BW 01 _GMP_2020 0154 — nonepegHii [Yabm)

DE_BW 01 _GMP_2019 0052 — nonepegHii [Yabm)

DE_BW 01 GMP_2021 0077 — ncnepegHiil (BhayBotipeH)

100 MmN OpanbHUid po3duH / CKAAHA NNALWKA
X22558

27.01.2022

27.01.2022

53928.10-UA

§53937.11-UA

53923.10-UA

Mepkne MwmdX

d-p Axopax-Cnod-WTpacce 7
89143-bnaybolipeH, Hime44uHa
Mepkne MdX
lpad-Apro-Wrpacce 3
85079-¥nbm, Hirdey4uHa
Mepkne MdX

Moasir Mepkne WTpacce 3
89143-bnayboipeH, HimeydmHa

HOAHUX ceprosHNX ad0 HPUTHHHKWX BiAXMASHL, AKI MOMYTb MaTH BMNAWB H2 BUNYCK cepil, He GyNo 3apeecTpoBaHo.

LiicHMM A 3aTBepAMytd, WO HasefeHa BMlLE iHPOpMaLia € CNpaswHboK | ToqHow. La cepia npoaykty 6yna BWroToBAeHa,
BKAKOYIKOMM NAKYBAHHA/MAPKYBAHHA | KOHTPOAL AKOCTI HA BWILE BKa3aHit ninaHui 7

GMP, sBcTaHoBAeHumu EC, | B BignoBigHocTi A0 cneyngikauid Toprosoi niugH
NaKyBaHHA | aHani3ie cepii 6yNc PO3rAAHYTO | BU3HAHO BiANOBIAHICTL A0 GMP.
Us cepia sunywera Ana TOpPTiBAi.

2 ipHAR Y
i dpREL Y
inev 4?70471 &

Aara / Yac: 25.02.2022 / 13:26:55 \
% \, 101\3 &

3aTteepaskeHo: Moritz Hermann

YnoBHOoBaMeHa ocoba
LOKYMEHT CTBOPEHUH B €NEKTPOHHOMY BUTAALI 3 €NEKTPOHHUM MiANUCOM,

Meprne TMBX

Ipad-Apko-Llitpacce 3
D-89079 Yabm
QO-R5T@teva.de

Crop.132
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YKpaiHa

ratiopharm

CEPTUDIKAT AHANIZY
Aara supoBHuuTBa

12.2021 12.2026

Cepin Cepia 3aMOBHUKa
X22558

KoHTponeHa napTis

202204002227 Cneuudirauin

ID npoaykTy HOO02 HO02-M-F15

CTpok npuaaTtHocTi

Bepcia
01
Cepin npogaeua

XINAK ©QOPTE, kpanai opanbHi, po3uuH, Nel (1 ¢aakoH x 100 mn)

BunpobGysanna Cneuyndinauia PesynbTatk
3aranehi Ta cneyndivni napamertpu
¢ Onne Npo3opuid PO3YUH Bifl CBITNG-OBTOTO A0 MOBTO-
KOPWYHEBOMO KOALOPY 3 XaPaKTEPHUM KUCAUM
apomaTom Biganosigae
*  3HaqeHHA pH 3,0—3,4 pH 3,10 pH
» [TycruHa 1,040 — 1,095 r/ma {npn 20°C) 1,053 r/mn
» Mpo3opicTe i onanecueHLis < eTaNoHHa cycneHsia (I Bignosigae
¢ 3abapBneHHA < BY1 {po34nH, posBegeHnii gemiHepanisosaHoto Bignosigae

¢  CAHOPIAHICTE AO3YBAHHA Kpanesb

Bogdow 1:3)
KoxHa ao3a B mexax X £ T0%

He pyTHHHWA TecT

IaeHTUdIHaL A

*  Mono4yHa kuchoTa {IX) Yac yTpumMyBaHHA BiANOBIAAE CTAHAAPTY Biganosigae
»  Kaniw copBaT (BEPX) Yac yTpUMYBaHHA BIANOBIAAE CTAHAAPTY Bignosigae
& JlakTo3a (Peakuin ocagmeHHA) YepBOoHWIH 0CaA: NO3UMTWBHA peaKuia Biganosigae
BmicT/1 Mn poaunuy
*  Mono4yHa kuchoTa {IX) 75,0 mr £25% 77,38 mr
Y BiACOTHAaX 75-125% 103%
»  Kaniw copBaT (BEPX) 1,135 mr -30%, +5% 1,042 mr
* Yy BIiACOTHAX 70-105% 92%
50,0 - 70,0 mr 62,4 mr

¢ flaKkTo3a (TUTpyBaHHA)

Bunpofiysanna na bionoriuHy 6esneky
»  Mixkpobionoriuda uMcToTa
{€ep.Papm. 2.6.12, 2.6.13)

€pp. dapm. 5.1.4
TAMC: <102 KYO/r
TYMC: < 101 KYO/r
E.coli: BigcyTHi/r

Bianosigae

Cepina 6yna eM3HaHa BigNOBiAHOW A0 cneymdikauii

Aara / Yac: 25.02.2022 / 13:26:55
3ateepaseHo: Moritz Hermann

¥noBHOBaMeHa ocoba

LOKYMEHT CTBOPEHUI B €NIEKTPOHHOMY BUTAAL] 3 ENEKTPOHHUM NIANUCOM

MMeprae [ MDA
Ipad-Apro-Llitpacce 3
D-29079 ¥Yaom
OO-RST@teva de

Crop.232
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