HEPXIIIKCIVXEA
AEPXKABHA CIOYIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHA VY KMIBCHKTIA OBJIACTI
npocriekt Banepig Jo6anoecrkoro, 5 1, m. Kuis, 03110, te/axc: (044) 2753030
E-mail: dls.ko@d]s.gov.ua,h&lls_;//m.dls‘QOV.HQ: Kon € IPITOY 37078774

BHUCHOBOK
Npo JIKiCTh BBe3eHOro B Ykpainy Jdikapeexoro 3acoby

02.10.2020 Ne 49644/20/10

IHIAITAMII-TEBA SR
(HafiMenyBanns JKAPCRROTO 3206y 3rizo 3 peectpaniiimm HOCBiAYeHHAM)
Tabnerkn, BKPHTI INHBKOROD 000/10HK 010, HpoaonroBanol aif no 1,5 Mr; o 10 ragaerox y
Gaicrepi, wo 3 Gaicrepm v Kopobni
{Gopma sumycky, AOIYBAHHA, BUI AKYBAHHEA N KAPCEKOTO 3acoby)

Howmep peectpaniitzoro nocaingenis UA/ 8999/01/01 erpox mit beectpaniiinora nocsimaenns 01.01.2099

Cepin nixapcekoro 3acoby No W16133A Kinskicts RResenoro TmiKapcEKoro 3acoGy 23280

Bupofuu Mepxe I'm6X, Hivegayna
(naiiMenypanng BHPOOHHKa NiKapehioro 3acoby, Kpaina [IOXOMKEHAA)

Beeseno p Vipaiy ToBaprcrso 3 o6Mmexenoro BimoBizansuicTIo "Tena Yxpaiua", inexr,

kom: 34770471

(HadiMenyBanuy Ta kox 3a €JIPTIOY mppuamemo; ocolH afio mpispie, iM's, Mo Gatexosi bisrurol
acobH - nianpremny, i MiCIle TIposkHpanKs Ta PeECTpaniitnmii Homep oGnikorof Ka8PTKHY OIaTHWKa
Nonarkis abo cepis ta HOMEP racnopTa)

Iporoxon sizyansuore konTpomo six 23.09.2020 M 3162/3,

38 pesyabTaTamy DePXKABHOTO  KOHTpOULO BCTAHORJICHD,

WO  nikapehkhid  3acif  mmeseno B Vipainy 3
AOTPHMAHHAM sumor 32KOHONABCTBA MO0 3a0e3neuer s

AKOCT] NiKAPCEKIX 33c06is,

3ybapesa H. B.

(ininiany ta TNpisBHLE)




Mepkne TMBX
TeBa AXeHepuK cucrem

NOATBEPHKAEHUE BbINYCKA

Crpana:
3aKasumk;
[Npoaykr:

Homep cepuu:

Nepsu4Han ynakoska:
Mepkne Homep cepuu:
CAM Homep:
fNekapcTsenHan dopma:
AKTUBHbIA UHIpEANEHT:
Cuna pelicrama:

YCNOBWA XpaHeHuA:
Homep peructpaumonHoro
CBUAETeNLCTBA:

Paamep cepuu rotosoro npogykra:
Homep nuuensmu:

GMP cepTudpuxar:

MPE3EHTALMA NPOAYKTA
Popma ynakosxu:

BTopuukas ynakoska Homep cepuun:
Havano ynakosku:

KoHeu ynakosku:

Kopo6ka:

WMHeTpyKuma:

Npoussoantens cepun “in bulk”:
YNaKOBLWK, KOHTPOAb KaYecTsa;

Mpou3soaMTENb aKTMBHOTO BewwecTaa:

OTBETCTBEHHBIN 3a BbInyCK:

N

ratioeharm

YKpauHa

Tesa

MHAANAMMWA-TEBA SR, TabneTku, NoKpbITbie MAEHOYHOM 060/104KOH,
NPO/IOHIMpOBaHHOro AeicTBMA no 1,5 mr, N230 (3 6amcr. x 10 Tabn.)
W16133A fata npouseoacTea;
W16133A Cpok rogHocTH:
W16133A

267760

TabneTku NpoNCHrMpOBaHHCTO AeiCTBUA
UHaanamug,

1,5mr

He xpaHuTb Bbiwe 30°C

UA/8999/01/01

06.2020
06.2023

Pa3mep ynakosku; 30
Pasmep cepum “in bulk”:  930.900

23.280,000 ynakosok

DE_BW_01_MIA_2017_0024/ DE_BW_01 Merckle

DE_BW _01_GMP_2017 1060 — neficTButeneH (Bnay6oiipeH)
DE_BW_01_GMP_2018 0069 - aeiictnTeneH (BnayGoiipen, paitioH Befinep)
DE_BW_01_GMP_2019 0052 — geicTBUTENBHO (Ynbm)

30 Tabnetok NPONOHIMPOBaHHOTO AEHCTBYA /BancTep
W16133A

25.08.2020

25.08.2020

$268011.04-UA

268012.02-UA

Mepkne M6X

Niogsur Mepkne Wrpacce 3
89143-bnayboipeH, lepmanus
Mepkne Mb6X
Mpad-Apko-Wrpacce 3
8907S-Ynbm, Mepmanua
Naboparopu Anvemua CpJl UT-MuaaHo
Bua CaH ®aycrvHo 68
20134-MwunaHo, Wtaaua
Mepkne MmbX

Measur Mepkae WTtpacce 3
85143-bnayboiipeH, MepmaHus

Hukakux Cepbe3HbIX UM KPUTHYRCKMX OTKAOHEHUH, KOTOpPbIE MOTYT NOBAWATL Ha BbINYCK Cepuu, He Bbino 3aperncTpuposaHo

HacToAWUMm A yA0CTOBEPAIO, YTO NPHUBEAEHHAA BbIlLE MHGOPMALLMA ABNAETCA NOAAWHHON M TOUYHOM. 3Ta cepua NpoaykTa Gblaa npousseaeHa,
BKAIIOHAA YNAKOBKY/MAPKUPOBKY 1 KOHTRO/b KAYECTBa Ha Bbille YKa3aHHOM y4acTke (yHacTkax) & NONHOM COOTBRTCTBUM C TPEBOBAHUAMM GMP,
YCTAHOBAGHHLIMU EC, M B COOTBETCTBUM CO CeuuduKa L uamu Toprosoit auueH3nK crpaHbl-u

aHaNKU30B cepuu Bbino PaccMoOTpEHO U NPU3HAHO cooTBeTCTBME ¢ GMP.
37a cepua BbinyweHa ana TOProBAX.

31.08.2020
YnonaHomo4veHHoe anuo

Mvﬁ:b;nau':\'\- vt

ipene SLYA
(o1} 35770

Hermine Maier

Meprae TmbX, Mpad-Apro-Witpacce 3, D-89007, Yabm ce %/Homep W16133A/267760
Ctp.1u33

I )
h. o w 17 69




YkpauHa

ratiopham?

CEPTU®MKAT AHANMU3OB

Hfata npouasoacTea
06.2020

Cepun

W16133A

KoHTponkHaa naptua

202004033029
ID npogykra
|0D6

Cepua 3aKas4yuka

CneunduKkaums
10D6-M-F15

Cp
06
Ce

Be

OK FOAHOCTH
.2023
pvA Npogasua

pcus 02

MHOANAMMA-TEBA SR, TabneTku, NOKPLITbIE NAEHOYHOM 060/104KOM, N

{3 6nmcr. x 10 Tabn.)

PONOHrMpoBaHHOro Aelicteus no 1,5 mr, Ne30

Tectbl Cneundukauma Pesynbrats!

Obuwune u cneyndmueckue XapaKTePUCTHUKK

* OnucaHue Kpyrnsie, aBosKoebinyKnble TaBneTry, NOKpbITbIE CooTaeTcrByeT
nAeHoYHOW 06004 KO

s Liger benvie v noyuTh Benble CooTseTtcrayer

¢ CpegHAa macca 206.7 Mr£5% 204,7 mr
(196,4-217,0 mr)

* [10TepK NPK BICYILUBHMM <4% (m/m) 3,0 % (m/m)

* CTOMKOCTb K pa3aze/MBaHmio 130-230H 201H

Wpertudmkauma

* MHpanamug (YO-Bug,) Y®-cnextp cooTseTcTayeT cTaHnapTy CooTsetcreyer

* UHaanamua (BIXX) Bpems yaepxusaHus COOTBETCTBYET CTaHAapTy Cootsercreyer

* TuTaHa AMoKeuA (uBeTHan peakuua) OpaHmesoe OKpalWMBaHWE: MONOKUTEABHO CooTteeTtcTayer

TecT Ha xumumyeckyro yucroty (BIHX)

* 2-MeTun-1-Hurpo3o-2,3-gu ruapo-1H-nHaon (npumecs <20 ppm 5 ppm

A) Eap. dapm.
® 4-Xnop-N-(2-meTun-1 H-uHaon-1-un)-3- £0,3% 0,14 %
cynbdamonnbensamug (npumecs B) EBp. ®apm.

* 4-XnopcynepamonnbeHsolHan KucnoTa £0,1% <0,05%

* /11060i1 Apyroit NpoayKkT paznomenua {D-01916502) MHAMBMAYaNsHO < 0,2% <0,05%

* Bcero npumeceii <0,5% 0,14%

Coaepxanue/TabneTra, NOKpPLITas NABHOYHOMN

oBonoukoii

* VHaanamug (B3MKX) 1,500 mr £ 5% 1,481 mr
(1,425 - 1,575 mr)

* B npouenTax 95-105% 95%

OAHOPOAHOCTL A03UPOBAHHbIX eauHuy (CU) HomxHo cooTeeTcBOBaTL COOTBETCTBYET

® UHpanamug (BIXX)

EBp.®apm. 2.9.40

PacteopeHue (. CLUA 2, nonacts pH=6,8; 500 mn cpeapl
100 06/muH; meToa B3HKX)

Mepkne Méx
lpad. Apko WTpacce 3
D-88079 Yabm

Onepaumu kavectsa

Dr.Martin H
03.09.2020

oynck

Crp.2us33




ratiopharm

YkpauvHa
CEPTU®UKAT AHANU30B
Jata npowasoacTea CpoK rogHocTH
06.2020 06.2023
Cepua Cepusa 3aKkasymka Cepua npogasua
W16133A
KOHTpOoNbHaA napTus Bepcua 02
202004033029
ID npoaykra Cneundurauma
10D6 10D6-M-F15
* MHpanamug (BIXKX) yepes 4 yaca 27 % j
15-35%
* UHpanamug (BIXX) yepes 12 yacos 67 %
53-73%
> 80% u4epes 24 vyaca 94 %
* Mnaanamun (BIXKX) ¢ Tabanuen Tpeboeanunii Esp. Gapm. 2.9.3.-2
MukpoBuonorua
MukpoBuonoruyeckan yncroTa HonkHo cooTsercTBOBaTH EBp. Papm.5.1.4 He pyTuHHbIK

(EBp. ®apm.2.6.12/2.6.13) Tecr

3amevaHua: Bepcua 02 3amenser sepcuio 01 or 31.08.2020.

MpuunHa 3ameHbl: McnpasneHue TecTa Ha XUMUYECKYIO YMCTOTY M pacTBopeHme
Cepua Bblna npusHaHa COOTBETCTBYHWEH CneundmKaLmm,

8iHg
Yo *
% g ,;;mm:-@%?‘ 2

s i A
eaTdiRELTARR
lf;u 24770471 &

Mepkne FrmbX Onepaumu Kavecrsa
Mpad. Apko Wrpacce 3 Dr.Martin Hoynck
D-85073 Ynbm 03.09.2020

Crp.3us3




AEPXIIKCILY XBA
JEPIKABHA CJIYVIKBA 3 .H,M{APCBKI;EX 3ACQEI§3 TA KOHTPOJIIO 3A
HAPKOTUKAMHA ¥V KHWIBCLKIN OBJIACTI

lipocnexT Banepia JloBanoscekoro, 31, m. Kuis, 031 10, Ten/paxc: (044) 363-06-50
E-mail: d]s«ko@dls.gov.ua,m t 13&/,13;»’,_35_/_}33,({13.50‘&3@, Kox €/IPTIOY 37078774

BHCHOBOK
PO AKICTH BBe3eHOro B Yxpainy aikapenkoro 3acoby

28.01.2021 Ne 1526/21/16

INIATAMIN-TEBA SR
(mafimvenyeang Nixapenkoro 3acoly srimno 3 peecTpauiiinmne NoeRi gueHu)
TAOJIETRN, BRpH T ILTIBKOBOXO 060.101K 010, IpoNOHTOBATOT Al 1o 1,5 vy mo 16 TabJeToR ¥

Oaricrepi, io 3 Gaicrepn v KODo6ui
e I

{hopma BUILYCKY, MOIYBAHHS, BUX HAKyBaliTs aikapeskora sacofy)
Howep peecrpaniiitioroe nocsinuerms UA/8999/01/01 CTPOK T peecTpauiitnoro noceingers (11,01 2099
Cepin aikapcskoro sacody Ne W18628B Kinbxiets nresenoro sixapenioro sacoly 9910

Bupo6amk Mepine I'm6X, HiMewunna ) N
(natiMenysanis BHPOGHHLA NKADCEKOrG 3acofy, kpaina LOXOmMKEHH)

Beeseno » Vipatny Tosapucreo 3 o6mexenoo BUIHOBINALHICTIO "Tena Yipataa", inenr.
won: 34770471
et SR,
(ertineerty samm 2 xoy 3 EMPIOY 1opumrunoi ocobu a6o upissunte, in's, no Gaterosi (isnynol
OCO0H - mianpresiy, 1T picie TIPORHMBAHHYN Ta peecrpaniinmii Homep obnikosol kapricn T
noaarkis abo cepis Ta HOMED T1ECropTa)

Hpororon sisyansuoroe rourpean sin 20.01.2021 M 0119/5.

3a  pesynpraTamu ACPKABHOIC  KOHTPOMIO BCTAHOBICHO, MmO Jjikapcokuii  sacis BEC3CHO B  VYxpainy 2

ACTpHMAaH HIIM _euMor sakouoaascTha mono 3abesneueniig axocTti JHKAPCHKAX 3300618,
TSI i

5

)i : o ik 2 "F \'«\.\s
AT, f’xaanIBH if?\?,\’a"Cﬂ}{; i

 Oexciti COJOJPAT

focanoi ocofia opremy Jepruiiorg KOHTPOIO) “i 0 linigiam 1a npizsHme)
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Mepkne ('mBX
TeBa aeHepik cuctem

NIATBEPAMEHHA BUNYCKY
Kpaina:

33aMOBHHWK:

MpoaykT:

Homep cepii:
Meps1HHza ynakoBKa
Mepkae HomMep cepil:
CAN Homep:
Nikapcbka bopma:
AKTUBHI iHrpeaieHT!:
Cwna aii

Ymosu 36epiranng;

Homep peectpauiiiHoro nocsigyeHHs:

Po3mip cepii rotesoro npoayKkry:
Homep niueHsii:
GMP cepTudikar:

FIPESEHTAU,IH APOOYKTY
Popma yNakoBKK:
BropuHHa ynakoska, cepis;

[Mo4aTok NakyBaHHA:
3aBepIUEHHA NaKyBaKHS;

Kopobka:

IHCTpYRUiA:

BrpoBHuk cepii “in bulk”:
MaKkyeanbHUK, KCHTPOAbL SKOCTI:

BMPOBHWK aKTUBHOI peqoBmHM:

BianosinanstHuii 3a BUnNyCK:

g"atmpharm

YKpaina

Tesa

IHOANAMIA-TEBA SR, TabneTku, BKpUTI NNiBKOBOK 06010HKO 10, NPGAOHroBaHo! A4l n¢
1,5 mr, Ne30 (3 6nict. x 10 rabn.)
W18628B

W18628B

W18628B

267760

Tabnerku nponoHrosaHoi aji
IHAaNamig,

1,5mr

He 36epiratv suwe 30°C
UA/8995/01/01

9.910,000 ynakosok
DE_BW_01_MIA 2020_0069/ DE_BW_01 Merckle
DE_BW_01_GMP_2017_1060- giiounii (BnayBoipen)
DE_BW_01_GMP_2018_006 paitouuii (Bnay6oiipen, paiio Be#inep)
DE_BW_01_GMP_2019_0052— aitouuii (Yabm)

07.2020
07.2023

Hata supofbHuuTea:
CTpok npuaaTtHocTi:

Poamip ynaxkcoBKu: 30

30 Tabnetok NponoHrosaHol aii /Baictep
W186288

15.12.2020

15.12.2020

5268011.05-UA

268012.03-UA

Mepkne mBX

Jlroasir Mepkae Wrpacce 3
839143 bnayboipen, HimeuumHa
Mepkne MaX
Ipad-Apko-LWrpacce 3
83079-Ynbm, Himequuna
Naboparepi Anvemia Cp/l IT-MinaHo
Bia CaH ®aycTiHo 68
20134-Minano, Itania

Mepkne MrmbX

/roaeir Mepkae Wrpacce 3
89143 Bnaybolipen, HimeuunHa

HopHux cephostux abo KPUTUYHUX BIAXMEHb, SKi MOXYTb BIAMHYTY Ha BUNYCK cepil, He byno 3apeecTposaHo.

flaHvm A 3aTeepmyio, WO HaBeaeHa BWlle iHpOpMaLiA € CNPaBXHLOK | TOUYHOW. LUs cepis npop,y
NaKyBaHHA/MaPKyBaHHA | KOHTPONbL AKOCTI Ha BUlLle BKasaHik ainauui (ainaxkax) 8 noeHii B\p,nochcrl
BiANOBIAHOCTI a0 cneundikauiii Toproeol NiueHsi’ kpailu-imnoprepa. MpoTokonu BupoBHULTEAY

BU3HaAHO BigNOBIAHICTL A0 GMP.
Lia cepis BUNyweHa A8 npoaawy.

Mepkne TmbX, Mpad-Apko-LTtpacce 3, D-89007, Yabm

Do, & 3458 bie og

QSWBHHHH kl 3Haﬂ\3lB ce

22.12.202
YNoBHOBaX<eHa ocob
Dr. Martin Hoynck

pia/Homep W18628B /267760
Crop. 13

74%




YkpaiHa

pharm

CEPTU®DIKAT AHANIZIB

Aata supobHuursa

07.2020
Cepin
W18628B

KoHTposbHa napris

202004046699

ID npoaykTy
I0D6

CTpoK npugaTtHocTi
07.2023
Cepis 3aM0OBHUKA

Bepcia 01

Cepia npoaasua

Cneuwdikauin
I0D M-F15

IHOATIAMIA-TEBA SR, TabneTkuy, BKPUTI NNiBKoBOO 060/10HKO10, NPoOAIOHTOBAHOI A4ii Nno 1,5 mr,

Ne30 (3 6nicr. x 10 Tabn.)

|—BM npobyBaHHA Cneumndikauia Pesynbrarn
3aransHi Ta cneundivHi napameTpu
e Onuc Rpyrai, ABoonykni TaBAeTkK, BKPUTI NAIBKOBGCIO Bianosinae
0B0NOHKOIO
* Konip Binuit abo maitke Binwnii Bianosinae
» CepeaHa maca 206.7 mr = 5% 208,8 mr
(19 ,4-217,0 mr)
* BTpatu npu BUCYWYBaHH] <4 % (m/m) 2,0 % {(m/m)
s CTilKICTb 10 PO34aBAIOBAHHA 130-230H 211H
laeHTudikayis
* IHaanamig (YP-Bug,) Y®-cnexTp Bianosigac cranpapry Binnosigae
® [Hpanamin (BEPX) Hac yTpumyBaHHAa BignoBiaac cranaapty Bignosinae
* TuTaHy giokeug, (Konboposa peakujn) MomapaHyese 3abapBACHHA: NO3NTUEHA peakuin Bignosigae
Tect Ha ximiumy uncrory (BEPX) ' o
* 2-MeTun-1-1iTpo3e-2,3-aurigpo-1H-inaon (nomiwka A) | £20ppm 3 ppm
€sp. Papm.
®* 4-Xnop-N-(2-meTun-1 H-ingon-1-in)-3- <0,3% 0,09 %
cynbdamoinBensamia (momiika B) €sp. Papm.
* 4-XnopcynsdamoinBenzoita kucnora <0,1% <0,05%
* ByAb-AKuii IHWKiA npoayKkT posknaagy (D-01916502) iHAMBUAYansLHo < 0,2% <0,05%
¢ BCboro pomiwok £0,5% 0,08%
Bmict/TabneTka, BKPpUTa NAIBKOBOIO 060/10HKOIO
* [Hoanamia (BEPX) 1,500 mr 5% 1,558 mr
{1,425 — 1,575 mr}
* Y BiacoTKax 95-105% 104%
_OEJO‘pingCTb A030BaHMUX 0MHULb (CU) [MoBWHHO BignoBigaTH Bignosinae
* |Haanamia (BEPX) Esp.®apm. 2.9.40
Pozumnenns ($. CLUA 2, nonacts pH=6,8; 500 mn
cepenosulla 100 o6/xs; metogn BEPX)
* IHganamig (BEPX) yepes 4 roaunHn 15 - 35% 26 %

Mepkne TmbX
Mpad. Apko Urtpacce 3
D-89079 Yabm

Onepauii 3 akocTi
Dr. Martin Hoynck
22.12.2020

Crop. 23




YKpaiHa

mti@pﬁarm*

’TZEPTM ®IKAT AHASI3IB

* IHaanamig (BEPX)
* IHpanamia (BEPX)

3a Tabanuelo sBumor €sp. dapm. 2.9.3.-2

Oata supobHULTBES Crpok npuaatHocTi Bepcis 01
07.2020 07.2023
Cepin Cepia 3amoBHUKa Cepin npoaasun
W18628B
KoHTponbHa napris
202004046699
ID npoaykTy Cneuyidikauia
10D6 I0D6-M-F15
4epes 12roguH 53 -73% G6 %
Yepes 24 roguHu = 80% 93 %

BionoriuHa 6e3anexa
MikpobionoriuHa yuctora
l_(gsp. Papm.2.6.12/2.6.13)

€Bp. Capm.5.1.4

Heperynsaprnii

TecT

Cepin 6yna Bu3HaHa AK Taka, wio Bignosiaae cneyudirayii npoaykTy

Mepkne TmbX
[pad. Apko Wrpacce 3
D-89073 Ynbm

Onepauyi 3 akocTi
Dr. Martin Hoynck
22.12.2020

Crop.33
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