Mepkne TM6Xx
Tesa AXKEHEPUK cucTem

noats EPXKOEHWE BbINYCKA
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ratiOpharm

Crpana: YKpawHa

3akaszyuk; Tesa

NpoaykT: PAMHI’IPMH—Tesa, Tabnetku no 10 mr, Ne30 (3 6aucr. x 10 Tabn.)

Homep cepun; WO080098 Aata npoussoncrsa: 03.2020
MepBuyHas ynaKeskKa: W080098B Cpok rearocty: 03.2022
Mepkne HOoMep cepuu: WO080098

CAM Homep: 271436 Pasmep ynakosku: 30
Nerapcreennan dopma: TabneTku Pazmep cepun “in bulk”: 2.442 610
AKTVBHBI MHrpeanenT: Pamunpun

Hosuposka: 10 mr

Ycnosus xpauerua: He abie +25°C

Homep PerMCTpauMonHorg UA/16689/01/O3

CBUACTE/bCTES

Pasmep cepum reTOBOrO Npoaykra: 23940,000 YMaKOBOK

Homep nuuensig: DE;BW_Ol_M!A_ZOl?_OOZtl/ DE BW_01_Merckle

GMP cepTuduxar: DE_BW 01 _GMm P_2017 1060 - AedcTBUTeNbHD (BrayBolipen)
DEHBW_OI_GMPHZOIS_OOSQ ~ ,aeﬁcmmenbﬁo(snawoﬁpeH, paioH Beiinep)
DE_BWHOLGMP_ZOIQ_UOSZ —~ AENCTBUTEIbHO (Ynbm)

NPE3EHTALMA NPOAYKTA

Popma ynakosxu: 30 Tabnetok/Bn werep

Bropuynag ynakoBka: W080058
Hauano ynakosku: 29.04.2020
3aBepuienye YNaKkoBKy: 29.04.2020
Ynakoska: B302651.01-UA
WHeTpyxuma: 307096.02-uA

NMpouzsogurens cepuu “in bulk”: Mepkne rmex

Moaeur Mepkne Wrpacce 3
89143~Bnay60ﬁpe;1, Fepmanua
Mepkne Fmex
rpa¢—ApHo-LUTpacce %
89[}79-ynbm, Fepmanuns

Ap. Peannce Kowur m, WH-Bonnapam,
MAaoT Ne 116, Wpu Bemarewaapa,
5023257Me,qaﬂ Auctpuxr, TeneHraHa,
Mrana

Mepkne Tm6X

Monsur Mepkne Ujtpacce 3
89143—5nay60ﬁpem repmanma

Ynakosujuk, KOHTPOAL KayecTea:

Npousoautens axy 8HOro
BellecTsa:

OTBercreenHm; 33 BbInyck:

HacTtoawmm 5 YA0CTOBERAI0, YyTo Npu“BeLEHHas Bbie MHPOPMELMR ABARETCA NOAMMHHON U TOYHOM. 373 CEPUA NMPOAYKTa Bbina
H3 AHHOM yyacTke {yqacTiax) s NOAHOM
coaTsercTauy ¢ TpebosaHuamu GMP, YCTaHOBAGHHbIMY EC, meco ef&"{mfm;&;{{ ditkaumamy Toprosoi MUCH3UK CTpaHk)-

U NpU3HaHo CoOTBETCTBUME ¢ GMP,
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Mepkne cep na/Homep W08009R /27143




Tatiopharm

Ykpauna

CEPTUOUKAT AHAN n3oe
faTa nponzeoacrea Cpok rogHoctu
03.2020 03.2022
Cepusa Cepus 3akazumka Cepus npoAgasua
W080098
KoHTponsHas naprma Bepcua 02
202004013050 Cneundurayms
ROH4 ROH4-M-F17
PAMW'IPW]~TEBA, Tabnetku no 10 mr, Ne30 (3 6auer. x 10 Tabn,)
_
Obwue u tneynpuyeckme XapakTepucrku

*  OnucaHue Benble uam noury benvie, NPoAoAroBaTLle, Ceotsercrayer

ABORKONNGCKME Tab etk ¢ ABYMA MMHWAMU pasaoma no
Ookam

BepxHuit nyancon: NapainensHas AuHus pasnoma,
TcHeHWe R/4 u dacka

HuskHUiA nyancon: ¢ dackoit

11.0x 5.5 mm

*  CpeaHsn macca 260 mr+ 5% 260,6 mr
8% 55-105% 100%

*  (TohkocTh Kk Pasnasnueanmig 230N 61N

*  MHctmpaemocrs <1% 0.2%

*  Coaepwanue sogpi (meTog Kapn Puwepa) 6% 4,79 %

* _ OaHopoanocts maccs NONGBMHLI TabneTok fonxna cooteetcroRaTs Eep.o. He pyTuHHbIi Tecr

Haentudmkayua
*  Pamunpun (BIHX)
* _ Pamunpun (yo-B na.)

Tect Ha XWMuveckyio wucrory {BIHX)
*  lpumecs D (EBp.0.) - pamunpuna

AUKeTONUnepasuy

*  [(lpumecs E (EBp.®.) PaMunpuna gaukucnoTa
*  Otgensuan HewssecThan npUmecs

Bpems yaepimsanng COOTBETCTBYET cTangapry
CnekTp cooTsercrayer cTanaapry

Cooteercrayer
CDOTBETCTBVET

0,08 %

<0,10%
< 0,05 %

* __Bcero npumecess =1,0% 0,08 %
<5000 ppm
Coaepanue/rabnerxa
*  pamunpun (B3KX) 10 mr+5% 9,76 mr
B % 95-105% 98 %
OCaHopoarocTs AO3UPOBAHHDIX eAuHKLY HAonxno COOTBETCTBOBATL Esp.®apm, 2.9.4p Comsercmyer

Mpuemnemoe 3HayeHue L1 =215,0% Av
L2 makcumansHo ACNYCTUMbIN Ananason 25,0%
Ouenka cornacho Esp.dapm. 2.9.3

Q=280%

PacteopeHue

. Pamunpun yepea 3p MUHYT
MwkpoBuonorus

. Mmpoﬁuonoruqecr{an YUcToTa
(Egp. ¢. 2.6.12/2.6.13)

EBp. apm.5.1.4
TAMC < 103 KOE/r
TYMC £ 102 KOE/r
E. coli: oveyrevayer/r

He pyTUHHBIF Tecr

/3 TEBA %

yigPATH A §

2 Bepcus ceprudmxara dameulaer 1 Bepcuio or 06.05.2020
Mpuynna MOBTOPHOTO BhinycKa: KoppekTuposka naang TECTUPOBaHU g

Onepauuu no Kavecrsy
Thomas Willi 26/05/2020
Crp.2u32
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HEPXIIKCIIYXBA YKPATHHI
AEPHABHA CIYKEA 3 JIIKAPCLKI;IX 3ACQBIB TA KOHTPOJIXO 3A
HAPKOTHKAMHU vV KHIBCHKTIT OBJIACTI

fpocnekT Banepis Jlobanoscrkoro, § 1, m. Knis, 03110, Ten/Gake: (044) 2753030
E-mail:; dls.ko@dls.gov.ua, Koy E€PTIOY 37078774

BUCHOBOK
NPO SIKiCTH BBe3enoro g Yxpainy JiKapebKkoro 3acoby

03.06.2020 Ne 25255/20/10

PAMITIPHI-TEBA

{Baitvenypanng o KapCLKoro 3acofy srimro 3 peecrpaui i TIOCBIAYEHIIAM)
TabjerkH o 10 mr; o 10 Tadnerok v Baicrepi; mo 3 Datictepn y KopoGui
(bopma BHITYCKY, I03YBANHA, By NMAKYBANHA TKapCLKOro 3acoly)

Homep peecrpauitinoro mocsimery UA/16689/01/03 CTPOK AT peectpanifitoro moceinueys | | .05.2023

Cepis nikapcskoro 3acoby Ne WOS009B Kinskicrs Besenoro JiKapeEKoro 3acoby 2394()
Brpobtumnxk Mepxkne I MO6X, Himeauyna
(nafiMenypanns BHPOOHHKA JiikapeEkore 3acofy, kpaina HOXOLKENHS)
Breseno B Vipainy Topapnergo 3 oOMeken o BiTnoBigaaemicTIo "Tera Ykpaiaa", inenr.

xox: 34770471

Mporoxon sisyansnore KoHTpomo Bin 28.05.2020 N 1629/3,

33  pesymratamu ACPEKABHOTO  KoHTpOIIO BCTAHOBJIEHO, Mo IKapCERUE  3acif BBE3CHO B Vikpainy 3
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Mepkne FTM6X
TeBa AXKeHepUK cucTem

MIATBEPAXEHHA BUNYCKY

Kpaina:

3aMOBHMUK:

MNpopykKT:

Homep cepii:
MNepBuHHa ynakoBsKa:
Mepkne Homep cepii:
CAN Homep:
Nikapcbka ¢popma:
AKTUBHWW IHrpeAieHT:
Jlo3yBaHHA:

Ymosu 36epiraHHsa:

Homep peecTpauiiftHoro nocsiaveHHs:

Po3mip cepii rotoBoro npoayKry:
Homep niueHnsii:
GMP cepTnoikar:

NPE3EHTALIA NPOAYKTY

Dopma yNaKoBKK:

BropuHHa ynakoBKa Homep cepil:

MNMouaTok NakyBaHHA:
3aKiH4YeHHA NaKyBaHHA:
YnakoBka:

IHCTpYKUin:

BupobHuk cepii «in bulk»:

NakyBanbHuUK, KOHTPOANb AKOCTI:

BUPOGHMK aKTUBHOT PEYOBUHM:

Bianosiaanbhnii 3a BUNycK:

ratiopharm

YKpaiHa

TeBa

PAMINPUN-Tesa, TabneTkn no 10 mr, N230 (3 6nict. x 10 Tabn.)
X00902B Jata BupobHMuTBa:
X00902B CTpOoK NpnaaTHOCTI:
X009028

271436
Tabnetkn
Paminpun

10 mr

He suuwe +25°C
UA/16689/01/03
12 020
DE_BW_01_MIA_2020_0069/ DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 — gilouni1 (bnay6oitpen)
DE_BW_01_GMP_2018_0069 — gitounit (BrayboitpeH, paiioH Beinep)
DE_BW_01_GMP_2019_0052 - gjtounit (Ynbm)

12.2020
12.2022

Po3amip ynakoBku: 30

30 TabneTok/bnictep
X00902B

04.02.2021
04.02.2021
$302651.02-UA
307096.02-UA

Mepkne T'm6X

Jhopsir Mepkne Wrtpacce 3
89143-BnayboitpeH, HimeuyunHa
Mepkne Tm6X

l'pad-Apko-LUTpacce 3

89079-Ynbm, HimeyumnHa

Yxau3aH Xyaxait Papm. CH-KCioHbLAO
KCioHbuao

317024-Ninxaw, nposiHuia Yxsu3aH, Kutai
Mepkne Tm6X

Jlroasir Mepkne WTpacce 3
89143-bnayboiipeH, HimeuunHa

HopaHux cepito3nux aba KPUTUYHNX BIAXMNEHD, AKI MOXYTL MaTH BNIME Ha BUNYCK cepii, He 6yno 3apeecTpoBaHo.

fanum A 3aTBepAKYlo, WO HaBeAeHa BWiLe iHGOPMALMA € CNPaskHbOIO Ta TouHOW. Lla cepia npoaykty 6yna Bsupobnena, BkMouvaOuM
naKyBaHHH/MapKyBaHHﬂ Ta KOHTpOIIb AKOCTI Ha Bume BKa3aHiit ainakui (ainankax) B NoBHii BinnosigHocTi 4o BUMOT GMP, BCTaHoBAEHMX EC, Ta 8

BU3HAHO BiANOBiIAHICTL 3 GMP,
LA cepin sunywena ana ToprisAi.

Mepkne I'm6X
T'pad-Apko-Ltpacce 3
D-89007 Ynom

QO-RST@teva.de

Moritz Hermann
YnosHoBaxeHa ocoba
10.02.2021

Mepkne cepia/Homep X00902B /271436

Crop.132




ratiopharm

YKpaiHa
CEPTU®IKAT AHANIZIB
Aarta supobHuuyTea CTpOK NpuAaTHOCTI Bepcisa
12.2020 12.2022 02
Cepia Cepia 3amOBHMKa Cepina npoaasuA
X00902B
KoHtponbHa napria
202104001373 Cneumndikauina
ID npoaykty ROH4 ROH4-M-F17
PAMINPUN-TEBA, Tabnetkn no 10 mr, N230 (3 6nicr. x 10 Tabn.)
Tectn ; | Cneundikauis Pesynbratn
3aranbHi Ta cneumdiuHi xapakTepucTUKK
e Onuc Bini abo maike 6ini, NpoaoBrysarti, ABOAKONNOCKI Bianosinae
TabneTku 3 aBOMa NiHIAMK po3nomy 3 Gokis
BepxHiit nyaHcoH: NapanenbHa niHia poznomy,
TUCHeHHA R/4 i dacka. HMXKHiN nyaHcoH: 3 dpackoio
11.0x 5.5 mm
e CepeaHa maca 260 mr £ 5% 262,8 mr
y % 95-105% 101%
e  CTilikicTb 40 PO3AaBNIOBAHHA 230 H 59H
e CTupaHicTb 1% 0,2%
e  Bmict Boan (meTopg Kapna ®iwepa) 6% 4,83%

e OAaHOPIAHICTL Macy NONOBUHN TabneToK

NoeurHHa BignosigaTh €sp.P.

He pyTUHHWIA TecT

laeHTndikauyia

e  Paminpun (BEPX) Yac yTpMMyBaHHA BiANOBiAae cTaHaapTy Bianosigae

¢ Paminpun (Y®-Bupa,) CnekTp sianosigae crangapry Bianosinae
Bunpo6yBaHHA Ha XimiuHy unctoTy (BEPX)

e [omiwka D (Ep.®.) - paminpuny £0,5% 0,28

AuKeToninepasuH

¢ [flomiwka E (Esp.®.) paminpuny gukucnota | < 0,5% <0,10%

e Oxpema HeBigOMa AOMIWKa <0,1% <0,05%

e Bcboro gomiwok <1,0% 0,28%
3anuiKoBui po3unHHUK (I'X) - etaHon <5000 ppm HepyTUHHUI TecT
Bmict/Tabnerka

e paminpun (BEPX) 10 mr = 5% 10,02 mr

B % 95-105% 100%
OpHopiaHIcTb AO030BaHKX OAWHNLD

€sp.®apm. 2.9.40 (OB) (BEPX) NosuWHHO BignosigaTH Bianosigae
MpuitHATHe 3HaueHHs (L1) L1<15,0% AV, L2 makcumanbHO A0NYCTUMMIA 6,1%

OpaHopiaHicTb fo30BaHUX oanHMLL (OB)
(PamaHiBcbKa cneKkTpockonia)

AianasoH 25,0%
NosuHHoO BiaNOBinaTH EBp.dapm. 2.9.40
L1 <15,0% AV, L2 MakcuMansHO A0NYCTUMMIA

HepyTuHRNIA TecT

NpuitHATHe 3HaYeHHA (L1) Aiana3oH 25,0% alHg
Po3unMHeHHA Ouinka signosigHo €sp.Papm. 2 & "o°
e paminpun yepes 30 XBUNUH Q=280% ¥ '°%
BunpobysaHHA Ha 6ionoriuHy 6esnek *
mpo6ysahin Ha 6io y 6esneky o yRPAIHA»
¢  MikpobionoriuHa yucroTa €sp. ®apm.5.1.4 ) HixaLw o
€8p.0apm.2.6.12/2.6.13 TAMC < 10° KYO/r I\, 34770471 £
TYMC < 10% KYO/r e, 2

&, @
E. coli: BigcyTHa/r "'Ouu;o o9Y

98%

1e pyTUHHWIA TecT

Bepcin 2 3amiwye sepcito 1 8ig 10.02.2021 no NpUuMHi KOPUryBaHHA onucy posainy «OAHOPIAHICTD [,030BaHUX OANHULbY
Cepin 6yna su3HaHa AK Taka, WO BigNOBiAaE cneundikalji.

Mepkne fTm6X
I'pad-Apko-Litpacce 3
D-89007 Ynbm
QO-RST@teva.de

Onepalii 3 aKocTi

Dr. Martin-Hoynck

15.02.2021

Crop.232




JEPXJIIKCIIYXBA
HAEPXKABHA CJIY)KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIH OBJACTI

npocnekt Banepia Jlo6anoscrkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kon EJTPTIOV 37078774

BHCHOBOK
HPO SIKIiCTH BBE3€HOro B YKpaiHy Jikapchkoro 3acoby

17.03.2021 Ne 10014/21/10

PAMIITIPHJI-TEBA

(naiimenyBaHHS TiKapchkoro 3aco6y 3ridHo 3 peccTpamifiHHM NOCBIIICHHAM)
Tabaerkn mo 10 mr; mo 10 Tabsuerok y 6aicrepi; mo 3 6aicTepn y kopo6ui

(dopma Bunycky, 103yBaHHS, BUA NaKyBaHHA Aikapcekoro 3acofy)

Howmep peectpauiitsoro nocsimaenns UA/16689/01/03 crpox aii peectpanitinoro noceimaerma 11.05.2023

Cepis nixapcrkoro saco6y Ne X00902B KinskicTh BBe3eHOro Nikapchkoro sacoby 12020
Brpo6rux Mepxne I'm6X, Himeuunna
(nattmenyBans BupoGHIKa NiXAPCEKOTO 3ac06y, KpaiHa NOXOMKERHS)
Baeseno B Vxpainy ToBapucTBo 3 06Mesxxenol0 BixnoBixansuicTio "Tepa Ykpalna", inent.
xox: 34770471

(nafiMenysanys Ta ko 38 E[IPTIOY topuamunol ocobu 860 npiseuuie, iM's, N0 GaTEkoRi (iswarol
oco6n - nianpuemus, if Micue NPOXHBAHHS Ta PeeCcTpaLifumt HoMep o6nikoRoT KapTKH [UIATHHUKA
nonarkie aGo cepis Ta HoMep nacropra)

Ipotoxon Bisyansnoro koutpomo Bin 09.03.2021 Ne 0619/5.

3a pesyibTaTaMH JEpXaBHOrO KOHTPOMIO BCTAHOBNEHO, INO JiKapchkuM 3aci6 BBeseHO B Vkpainy 3

AOTPHMAHHMAM BHMOT 3aKOHOAABCTBA NIOAO 3a6e3neyennsI FROCTI NIKAPCHKAX 3aco6iB.
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