AEPXINIKCIIYXBA YKPATHM
AEPKABHA CJIVIKBA 3 JIH(APCLK{;X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM YV KHIBCBHKIA OBJIACTI

npocnekt Banepisa Jlo6anorcrxoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail; dls.ko@dls.gov.ua, Koz EZIPTIOY 37078774

BMCHOBOK
Npo AKICTL BBE3EHOr0 B Ykpainy aikapcrioro 3acoby

16.03.2020 Ne 11271/20/10

JI3OTIA3H/I-TEBA

(HalivenyBanmus HIKAPCEKOTO 3aC06Y 3rinpo 3 PeecTpauilinmm nocsizyentsm)
Tabaerkn mo 10 mr/12,5 Mr, o 10 Taéaetok y OuicTepi; wo 3 Baicrepn y kopobui

(dopma Bumycxy, ACTYBARKS, BUL ITAKYBAKHA TIkAPCHKOro 3acofy)
Homep peectpauiitroro nocsigaenus UA/6092/01/01 CTPOK il peectpauiiinoro mocsiavenss 01.01 2099
Cepis nikapeskoro saco6y No 0600120 KinbxicTs BBe3eHoro nikapesxoro 3acoby 20100

Bupofumrk AT dapmanesrranmii 3aBon TEBA, Vropmunua
(naiMeryBaHHs BUPODHIKE Tikapcrkoro 3ac06y, kpaina TIOXOJKCHHS)

Baeseno B Vpainy Torapucrso 3 06mexenoro Binmomia;ismicrio "Tepa Ykpaina", izenr.
xox: 34770471

(waliMenysanny Ta Koz 32 E€IPTIOY 1opumnunof ocobu abo nipizeiue, iM's, o Garskosi GizwraroT
ocobu - nimupuemus, it miene TIPOMMEBANHA TA peecTpaiinyit HoMep o6mikoBol kapTiu nnaTkuka
nogatxkis a6o cepis ta HOMEP TacTopra)

Hporokon sisyantuoro xonTpomio sin 04.03,2020 M 0696/1.

3a  pesynnTaramm ACPAABHOr0  KOHTPOMIO BCTAHOBIEHO, o mKapeekHH  3aci6  emesemo s Vxpaiuy 3
AOTPHMAHHAM smvor 3aKOHOIABCTBA MO0 3abe3nedenmy sKocTi RiKapceKI 3aco6is. '
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Ceprudukar Cepuu Ilpoussoaures 1as
Jxcnoprupyemblx Meaunuackux Ipongykros

1.  Hazsanwue npoaykra.
JIN3OTHUA3ZHA-TEBA, ta6nerku 10 mr/12,5mr, Ne30

3

CrpaHa-UMIopTep.
¥xpauna

3. Howmep perncTpauuoHHoro ceuaerenscTea/[Ipoueaypet Ne
UA/6092/01/01

4. Cuna/AKTUBHOCTD.
Jinsunonpun 10 mr u Cuapoxnoporuasun 12,5mr

5. @opma 103MpoBaHuA (TekapcTreHHas dopma),
Tadnerkn

6. PasMep ynakoBxu (colepKUMOe KOHTeHHepa) M Tvn (T.e. Grakonsl, OyTLIIKH, GnHcTEpLI).
3 6auer. x 10 Tabnerox B KopoOKe, o6mee koauyecTso: 20100 wopobok

7. Jlor/Homep cepum.
0600120

8. JlaTa npoH3BOACTBA.
01.2020

JlaTa ynakoBKu
02.2020

9.  CpOK rogHOCTH.
01.2022

10. Haspanue, agpeca v HoMepa MTHUEH3HH NPOU3BOACTBEHHOIC CaHTa, YIAKOBLIMKA B caiTa Mo KOHTPOJIIO Ka4ecTsa.
AQO ®apmauesTH4Yeckuii 3aBoa TEBA
Yuacrok 1: H-4042 [leGpeuen, ya. Hannaru 13, Benrpns

HU-M-Teva
MpoussoacTBoO %]
¥nakoeka
Kourpone kauecrsa ¥
Beiiyck cepun M

11. Homepa Coorsercteuit GMP Bcex caiiToB, nepeuucneHHblx B myHkTe 10.
OGYEI/53191-6/2017

12. PesynbTaThl aHAIW30B.
Ipuaarasores,
Homep oruera; 705,664

13. KomMenTapHu/3aMeydaHus.
I Hu 04HO O0TK/IOHCHHE He IPON30IIIIO B [1POLECCe NPOM3BOACTEA, YIAKOBKH HJIH TeCTHPOBAHHS
[0 MonyueHHbIe OTKIOHEHHS GBI COOTBETCTBYIOLUE H3YUYEHBI M PellleHbI
Otuer ID: -
O MpoaykT mepesbinyuieH
[0 3o 6bl1a BATNAAUUOHHAY CEPHA
(J npouenypa KOHTPOJLHS 32 H3MEHEHUSIMH:

L)

By o 198 oF 2068 20 ,%mmg V

TERA bapvacswianan Hovep Juuensnm HU-M-Teva Hoaep Chorsercrsus GMP: OOY EVISITY 62017
3y 400 WO IO RRUCC TS

{3 Tea #3632 515 100 drre: +36 52 515 1§19 www.ieva hu

Honos REHNEYEN




teva

Mpouspoantent AQH: Jlusunonpui

Hmst: JwoouaJIT] (Manauaum) ‘
Anpee: 198-202, Heio unaacrpuan Apea Ne2, paiion Pafizen, Huann-462 046, Manauaun, Maaxes
Ilapagem

ABTOpM3aAUMOHULIA HOMep:  25/11/92
Homep GMP Eudra unn ceprudurara coorsercrausg GMP: WHO/GMP/L2/2930

Ipoussoantens APH: I'napoxnoporHazug

Pms: Mauea Xopearus (Ilpuropse Bpaoseuxo)

Anpece: Npyanuoka aopora 54, 10291 llpuropse bpaoseuxo
ABTOpPH3AUMOHHDLIN HoMep: - 381-10-05/243-17-34

Homep GMP Eudra unu ceprudukara coorsercrens GMP: UP/1-530-10/17-03/08

Homepa rpadHuecKHX MATEPHATIOB:

HHeTpyknus: 20028160 1217
IJTHKETKA: 5

Baucrep: L903

Kopobka: 20025240 0517

Venosus Xxpanenus: He Boiwe 30°C
Jara srinycka gokymentos: 18/02/2020
Texuuueckoe cornatieHue:; -

14. 3aapnenue 0 cepTUPHKALMK.
HACTOMIINM 5 Y/I0CTOBEPAI0, YTO NMPUEBEICHHAS BbIie HHGOPMALHA SIBJIACT CH NOANHHHOI M TOYHOM. ITa
cepHsl MPOAYKTA GLINA MPOU3BeleHa, BKIYAs YIAKOBKY/MADKUPOBKY U KOHT POJIb KAYECTBA HA
BLIIeYKA3AHIOM Y4acTKe (Y4acTKAX) B [10JHOM COOTReTCTBUH ¢ TpeGosanuamu GMP, ycTanorneHHbIMH
MECTHBIM PEry/IsiTOPHBIM OPraHoM, H B cOOTBETCTBHH co cnetudurkauusamu Toprosoii MMIeH3UH CTPAHBI-
umnoptepa. [TPOTOKOIBI NPOH3BOJCTBA, YIAKOBKH W AHAIH30B cepHu ObII0 PACCMOTPEHO W NMPU3HAHO
cooTBetcTBHe ¢ GMP.

15. MMs 1 MO3HIMA/IOHKHOCTS JIMLA, 0A0OPUBLIETO BBIIYCK CEPHH T4 MOCTAaBKH,
$I, HibKke oANHCaBLIEECS YIIOIHOMOUEHHOE JIWIO, 3a9BASI0, YTO BBIIYCK CEPHM YKA3aHHOTO NPOAYKTA ANd PhIHKA ObUl
ClIe1aH MHOIO.
Tamas Ladanyi Pharm D.
Ynonnosmouennoe nuyo
OTjen KOHTPONA KAYeCTBa

16. Iloanuck:

17. Jarta: 19 geppans 2020

Yteapycnornraas . Hosep Jhunewsnm HE-M-Teva Hosep Coorsercrnnn GMP: OGYREVI391-6/2017
}Av 1 RO Posil KReCiea

Pune: +30 32 535 119 wawwtevihu




CEPTHOHUKAT AHAJIN30B
JM3OTUASUI-TEBA, TaGaerku 10 mr/12,5mr, Ne30, Y kpauHa

Homep cepun: 0600120 HomeHknaTypHBIH KOA: 80008950

Homep cepun Ganka: 0AG0HN

JlaTa npousBoACTBA: sHBaps 2020 CpoK roaHocTHu: aHBapp 2022

JlaTa ananusa: 13 suBapsa 2020

Cnpaska: SDIR002623/2

Teer Crnennduxauns PesyabTaThl
OTMHMCAHHME Besible, OBANIbHBIE, ClTErKa BBIMYKIbIC TAONETKH ¢ HAANHCEID | COOTRETCTRYET

«L.Z 10%» Ha oaHOH CTOPOHE W PHCKOH HA APYTOH.

WJIEHTHOHUKALIMA (BOXKX) Bpems ynepxusaHus nuka Jinsunonpuna va CoOTBETCTRYET
{(Jluzunonpu) XPOMAaTOrpaMMeE HCIIBITYEMOIQ pacTpopa And

KOJIMYECTBEHHOTO OMpeAeNeH s COOTBETCTRBYET BPpEMEHH
YIEpKUBAHHS [HKA NH3MHOMpPHIA HA XPOMATOIpamMme
pacTeopa CTaHAapTa, Kak MOyHYeHO MPH KOMHYECTBEHHOM
OTpeaeneHHH.

MIEHTHU®GHUKALMSA (B2XKX) Bpema yaepsxuBanus nuka [MIpoxyopoTHasuaa Ha CoorBercTByeT
(TunpoxmopoTnasua) XPOMATOrpaMMe MCILITYEMOIO pacTeopa Juis
KOJTMUECTBEHHOTO ONpEIENIEHHA COOTBETCTBYET BPEMEHH
YAEPKUBAHUA THKA TMAPOXJIOPOTUA3MAA HA XPOMATOrpaMme
paCTBOPA CTAHAAPTA, KaK MONYUEHO NPH KOINIECTEEHHOM

OMNpeaeIcHHH.

MJIEHTHUOUKALUM A (XuMmuueckas MonoxuTtensHas ' CooTBeTcTBYET
peakima) (Jlnzunonpu)

HAEHTHUGUKALIMA (Xumuueckas ITonoxuTensHag CooTBETCTBYET
peakuus) (napoxnopoTuasu)

OJHOPOJHOCTDL JO3HMPOBAHHBIX CoOTBETCTRYET TeKyleMy uznanmno Esp. dgapm. 2.9.40 CoOTBETCTBYET
EJUHHUL METOOOM

OHHOPOJIHOCTU COOEPAHU A

(B2XKX) - JIuzunonpun

OJHOPOIHOCTL AO3UPOBAHHBIX CoO0TBETCTBYET TeKyieMy uzfanuio Esp. dapm. 2.9.40 CooTBeTCTBYET

EJIMHULL METOJIOM
OJIHOPOJHOCTH CONEPKAHUA
(B2XX) - 'uapoxnopoTuasui
OJHOPOJIHOCTL JIO3UPOBAHHLIX
EAVMHUWL METOJOM
OAHOPOJHOCTH COAEPXXAHH S
(BXX) — Jlusuuonpun
JOINYCTUMOE 3HAYEHUWE He Gonpuie, yuem 15,0 3.6
OJIHOPOJITHOCTbL AO3UPOBAHHLIX
EAMHUL METOJIOM
QJIHOPOJIHOCTH COAEPXKAHMA
{BDWX) — NuapoxsopoTHasni
JOMYCTYMOE 3HAYEHHWE He 6onsuie, uem 15,0 35

FEBA Gapaacsiomikans Jhrn H-4042 JleGpeuen, ya Tazsarn 13

Hosep orveras. 703,664 00 2 Yipanns ws LIMS PROD




CEPTHOHUKAT AHAJIU30B
JIM30THA3UA-TEBA, Tabnerku 10 mr/12,5mr, Ne30, Y kpanna

Homep cepun: 0600120 HomeHKIaTYpHBIH KoAa: 80008950
Homep cepuu 6anka: 0AGOHN
JlaTa npou3BoOACTBAa: saHeaps 2020 Cpok rogHocTH: suBaps 2022
Jlara ananuia: 13 sauBaps 2020
CnpaBka: SDIR002623/2
PACTBOPEHME (B npeaenax 30 MHHYT)
{B2XKX) (3asBNeHHOE KONHYECTBO)
[penen- JInzunonpun He menee 75% (Q) oT 3adBIEHHOIO KOJHYECTRA 99 - 101 %
pacTeopsercs 3a 30 munyT. (Kputepuii npuemiaemocTu:
Tekyuee usnanue Esp. dapm. 2.9.3)
[Tpenen- T'napoxnoporHasua He menee 75% (Q) oT 3aABNIEHHOTO KOJIMYECTBA 94 -96 %
pactBopsercs 3a 30 MuHyT. (KpuTepuit IpHeMIeMoCTH:
Texkymee uananue Esp. gapm. 2.9.3)
Cpennee- JluzuHonpun 100 %
Cpennee — 'uapoxiopoTHA3H L 95 %
Ilpoitnennas cragms 1
KOJIMYECTBEHHOE OIMPEAENEHHE He menee 95,0 — He 6onee 105,0% 99.8 %
(BOXX) (3aABNEHHOE KOJUYECTBO)
{(Jluzunonpu)
KONMUYECTBEHHOE OINMPEAENEHHUE He menee 95,0 — He Sonee 105,0% 98.6 %
(B3XKX) (3aaBAeHHOE KOJHYCCTBO)
(MmnpoxnopoTuazua)
[MPUMECH/TIPOIYKThbI
PA3JIOKEHHSA (CBIXKX)
RSS-uzomep He Gonee 0,3% <0,1 %
DKP SSS-uzomep (INpumecs C) He 6onee 0,5% <0,05 %
ACB He 6onee 0,5% <0,05 %
Jliobas npyras
HAEHTHHIIMPOBAHHAR NIPHMECH He tonee 0,5% 0,10 %
Jhiobaa nempenTuduMpoBaHHaK
npuMech He 6onee 0,2% <0,05 %
Cymma (kpome RSS-uzomepa) He Gonee 1,0% 0,10 %
MHWKPOBHMOJIOMMYECKASI UUCTOTA
O01nee KCNHUECTBO A9POOHBIX He Gonee 1000 KOE/r < 10 KOE/r
MHKPOOPTAHU3MOB
Obuiee xonuvecTBo ApoxckeBblx | He Oonee 100 KOE/r <10 KOE/r
W [NIECHEBRIX TPUOOB
Escherichia coli OrcyTeTBYeT/T OT1cyTCTBYET

HacTosnum 81 yA0CTOBEPSI0, YTO NPHBEACHHASA BhilI¢ HHGOPMALIHA NPOBEPeHA B COOTBETCTBHM ¢ npuHuunamu GMP u B

COOTBCTCTBHH C TpeﬁOBaHHHMH PErvcTpALMOHHOIO J0ChLE,

Jlot yTBepaxnen:
JloskHoeTh:

Buiymeno:

Belicza Dora
PYKOBOAWTENL OTAENA KA4YecTBAa

Racskai Erika
AcueTeHT 0TAeNA o0ecTIeHeHHsT KAYECTBA

pdixauine

19 despans 2020 13:40:11 Ny, Aons477047

inenT
Jara BeInmycka:

Tak KaK 3TOT JOKYMeHT GBI CO3/aN B YTBepa#IeH o NaboparopHoii nudopMauonHoit ynpasieHuecKkoii CHCTeMe, TO 3TOT
JOKYMENT AeHCTBUTEIEH ¢ BHEKTpOlIHOﬁ NMOANMHCHLIO.

TEBA thapsacsiomrans S H-4042 JeGpeues, ya. Hasaarn 13

Hosep otueta:. 705,604.00 e Yrepaims wz LIMS_PROD




ERWESTSNAB

% Tom
RBECTCHAS

34-B, Predslavinsks Str., Kiev, Ekrai
Tel/Fax: (+38 044) 464-14-01; 464-14-02-
e-maik 6fﬁu@me¢westsnih;‘¢mnﬁf
BTN
e-mail; afﬁcegxm&dwmsmba@m 1
Ten/@axe: (+38 044) 464-14-01; 464-14-02
Yxpaiua, Kubs, sy, lpexcassancers, 345

e

CEPTUDIKAT

- -'-mmaym* ,Hte'rnqna nobasxka. Kwﬁmoxannn npo6ioTuK

Po3mip cepii: 259»48 ynammx
Homep cepii: 0612 - ~_13_;_j
Jata sapoSrunyea: 23.11.2020

Tepmin npagarnocti: 23.;!_%.2023

Bil pofmmic: Lallemand Health

| Selutions Inc. / Jlannemann Xenc
| 8480 St-Laurent Blvd., Montreal,
-+ 1QC, H2P 2M6, Canada / 8480

.~ | Bynssap Cs. JlaspenTia, Monpeans,
Kaebek, H2P 2M6, Kanana

ImunopTep Ta BianoBizanLHWMi 33 BHOYCK cepii: TOB. «Me,rmec*rcﬁa
Ykpaina, 04123, m, Kuis, syn. Birpssi 'opa, 6y, 3 m:mpaA
Ten./axc: (044) 464-14-01

e-mail: fﬁce@medwestsnab com.ua

Bopucninnenkuit paiion, ¢. Bumensky, Byn F epoiB Kacmocy, 116 T
+38(097)204-20-87 :

HA 3aMOBJICHH5£ TOB «Me,uaecrmaﬁ»

(I)I3I/I‘1HI AHAHBI/I

Maca suicty xancyx 250 wr+ 10% 249 ur
1 Dime nopomKy Topomox Bix Api6HOro K0 rpaHy., Bix CBiTI0- Vﬁiﬁﬁ()ﬂ.iﬂﬁ ¥ e

KOBTOro 110 6EXKEBOT0 KONMBOPY

MIKPOBIOJIOTTYHI AHA}H?:I/I

| mancyai

>8,0X 10%s Kancym A 10./1?_”

2 Kancy
| Coliforms, s 1 1. <10 <10
: Ecoh, Blr. HE JOMyCKATHCS ne ane'ﬁéij: e
- |S.aureus,B1r. <10 <10
=-Salm0nella, BIST. . HE JONYCKAIOTHCA He an’ﬁzm :
}.Ipmrra mricereBi rpuGH B 1 1. | <1000 “h. =
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Binmosigansuui 3a BHITYCK cepil
Yopuobait A.B.
Hara: 03.12.2020
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