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CrpaHa npoussoanTens:
PeructpauunoHHoe yaocToBepeHue:
N2 cepuu: 02163A

[ara narotosnenus: 06/2020

[ata Beinycka cepuu: 18/12/2020

NekapcTeenHas gopma:
Noaupoeka/CoaepxaHue:

Bua v pasmep ynakosku:

PaspeweHue Ha BbiNycK cepuu BbigaHo
KOMNaHuewn:

Homep nuueHaun Ha npou3soacTso:
Mokasarenb

BHewwuit Bug

CpeaHnas macca rabnerku*
OAHOPOAHOCTL J03NPOBAHLIX EAUHML"™

Pacteoperue YO
WaeHtucukauus HeGusonona

B3IXX

Y®-cnekrpodoToMeTpus
HUaeHTucbukaums xnopuaos
KonudecteeHHoe coaepkanve npumece

HeMAeHTMCbMuMpOBaHHble no oTAeNnbLHOCTU

BCero
Mukpobuonorudeckasn yucrtora***

OKAM (obLuee konuiecTso aapobHbIX

MUKPOOpPraHu3MoB)

OKANT (O6wee kKoNUYECTBO APOXOKEBLIX/

nnecHesbix rpubos)
E. coli

KonunuecTteeHHoe copepxaHue

*Ha oaHoit cepuu B rog

BERLIN-CHEMIE
MENARINI

Ceprtudukar kauectsa

HeGuner ®

Kop npoaykra: F134318
F'epmanus
UA/9136/01/01

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

[Hata oxoHuyaHus cpoka rogHocTu: 06/2023

Paamep cepuu:

TabneTku no 5 mr

1 Tabnetka copepxut: 5 Mr HeGusonona (B sBuae
HeGvsonona ruapoxriopuaa)

no 14 Tabnetok B 6nuctepe, no 2 Bnuctepa B KApTOHHOI

kopo6ke. Mapkupogeka Ha yKpauHCKOM f3bike
BEPNNH -XEMUW AT,

Inunukep Ber 125, 12489 BepnuH, Mepmanun
DE_BE_01_MIA_2019_0006

Crneundukauns

Kpyrnbie, ABoskoBbinykbie Tabnetkw noutn 6enoro
useTa, C OAHOCTOPOKRHEN, KpecTooBpa3HOW HaceyKon
ANA geneHus

230mMr+5% (218.5-241.5mr)

n=10: AV <15.0(L1); n = 30: AV s 15.0 (L1) Hukakoe
U3 MHAMBMAYArbHBIX 3HAYEHUIH COAEPXKAHUS

He BbIXOAWT 3a npeaensl oT 0.75M po 1.25M

Q =75 % qepea 45 MuHyT

Cooteetcreyer
Coorsercreyer
O6paaosanve 6enoro ocagka

"

$02%

s 05%

<10°KOE /T
<10°KOE /T

Otcyrcreue B 11

95.0 % - 105.0 % OT 338BNEHHOro KoNM4ecrsa
Hebusonona Ha Tabnerky (4.75 - 5.25 mr / Ta6.)

“*Ha kaxaoi cepm a0 10 cepui, yCnewHo NpoLLeaLLIMX UCNbITaHWe, 3aTeM no OAHOW Cepun B kKBapTan
***Ha kaxa0# cepum A0 5 Cepui, YCELLHO NPOLIEALIMX UCTIbITaHKE, AaNee KaKAaA AECTan cepus, He pexxe 04HOro paaa B rog

Ceprudukar:

68120 yn.

Pe3ynbrar
Coorsercrayer

He onpegensnoce
He onpegensinocs

99. %

MonoxurensHo
MonoxutensHo
MonoxurensHo

A
il

01 %
01%

A
i

<100. KOE/r

< 10. KOE/r
Cootsetcreyer
1010 %

1 HaCTORLIMM 3ABEPSIO, YTO UHIOPMALMS, UIMOKEHHAS BLILE, SBNAETCA TOUHOW N I0CTOBEPHON. Mpouecc npoussoacTBa AaxHoi cepum
NPoAyKTa, BKNIOYAs yNakosky/MapkupOBKY ¥ KOHTPONb Ka4ecTsa, Gbin OCYLECTBIEH B MONHOM COOTBETCTBUY C TpeBoaaHuaMU GMP,
YTBEPHACHHLIMU MECTHBIMM KOHTPONMPYIOLLIMMUA OPraHami, h CNeLnUKaLIMAMM PErUCTPALUMOHHOTO YAOCTOBEPEHMUA MMAOPTUDYIOLLEN CTPaHDI,
unu TpeGoBaHMAMM CneLMdUKALMU ANA NPOAYKTOB, NPeAHA3HAYeHHbIX ANA MCCNEA0BANHWA. OTJETH! O NPOUIBOACTEE, ynakoBsxe m

AHANUTUYECKUX UCNbITAHNAX cepun Bbinu NpoaHanuanpoBaHbl U NPUIHaHLI YA0BNETBOPAIOLVMKN cranpaptam GMP.

YnonHoMoueHHoe nuuo
18/12/2020
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JEPXKIIIKCIIYXBA
JEPXKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npocnekT Banepis JloGaHoseskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €IPTIOY 37078774

BHUCHOBOK
npo sAKicTh BBe3eHOro B YKpaiHy JikapchbKoro 3aco0y

16.02.2021 Ne 5051/21/10

HEBUIET®

(HaliMeHyBaHHS JIKapCLKOTO 3aC0o0y 3rifN0 3 peECTPaliiHUM NOCBIAYEHSIM)
TabaeTky no 5 mr: no 14 Tabserok y Oaicrepi; mo 2 6;icTepu B KapTOHHIH KopoOui

(dhopma BHIYCKY, 1O3YBAHHS, BWJL NAKYBAHHS iKapchkoro 3acoly)

Homep peecrpauiitnoro nocsinuenns UA/9136/01/01 crpok aii peectpauiiitoro nocsinuenns 01.01.2099

Cepia nikapcbkoro 3acoby Ne 02163A KinbxicTe BBE3€HOrO Mikapcekoro 3acoby 17280
Bupo6unk BEPJITH-XEMI AT’, Himeuunna
(naimenyBaiig BUpobHuKa TiKapchkoro 3aco0y. Kpaina NOXOAKCHHS)
Beeseno B Vkpainy CrnibHe YKpailHCbKO0-eCTOHCbKE MANPHEMCTBO Y popmi TOBApPUCTBA
3 oOmMexeHoK BianosigaabHicTio ""Onrima-®apm, JIT', inenr. koa:
21642228

(naiimenyBanns Ta ko1 3a €/IPTIOY opuanunoi ocobu abo npissuiile, iM's, no 6atbkosi (izuunoi
ocobu - niaAnpremust. il Micle NpoXMBaHHS Ta peecTpatlifinuil Homep 06nikoBoT KapTkH 1aTHYKA
noAarkis ado cepisi ra HOMEp nacnopra)

MNpotokoa Bisyasbuoro koutposio Bin 09.02.2021 Ne 0310/28.

3a pesylbTaTamu JEpKaBHOI'O KOHTPOJIIO BCTAHOBJEHO, WO Jikapcbkuil 3aciG  BeezeHo B Ykpainy 3

JOTPUMAHHAM BUMOr 32KOHOAABCTBA WIOAO 3abe3nedeHHs AxgqTi NiKapehkux 3aco0iB.

< Onekciit COJIO/IPAN

(nianuc) (iHiuiany Ta npizMuLe)




Kon mponyxkry:
JepxaBa-BUPOOHHUK:

Homep peecTpaniiiHoro nocsigdeHHs:

Ne cepii: 02164A
Jara BupoOHunrsa: 06/2020
Jara Bunycky cepii: 23/11/2020

Jlixapcbka ¢opma:
Jlo3yBanHs/Bmict:

Bun i posMip ynakoBku:

Jo3BiN Ha BUITyCK cepii BUIAHO
KOMIT2HI€0:
Howmep nineHsii Ha BUpPOGHHUIITBO:

Iloka3HHK
30BHILIHIA BUTJIAL

Cepenns maca Tabnetku*
OJHOPIAHICTh NO30BAHUX OAMHMIL**

Po3unnenHs YO

InenTudikania nebisomony
BEPX
V®-cnexrpodoromerpis

Inentudikauia xnopunis

KinbkicHuil BMiCT JoMinmox
He ifeHTHdiKOoBaHi OKpeMO
BCBHOTO

Mikpob6iosnoriyna yncTOTa***
3KAM (3araibHa KiIbKiCTh
aepobHMX MIKpOOpPraHi3MiB)
3KAII (3aransHa KinbKIiCTh
JpLKKOBUX/ILTICHSBUX TPH6iB)
E. coli

KinbxicHuit BMicT

* Ha onHiii cepii Ha pik.

 BERLIN-CHEMIE

MENARINI

CepTudikar axocri

HebineTr®
Kona nmponyxry: F134318
HimeuuuHa
UA/9136/01/01

BEFLIN-CHEMIE AG
Glienicker Weg 126
12488 Berlin

JlaTa 3akiHYeHHs CTPOKy npugatHocTi: 06/2023

Po3mip cepii:

Tabnetku no 5 Mr

1 TaGneTka MiCTUTB: 5 Mr HeGiBooMY (y BUTIIAMI
HebiBonony rigpoxnopuay)

no 14 Tabnerox y 6xmicrepi, o 2 61icTepH B KAPTOHHIM
kopoObui. MapkyBaHHS yKpaiHCHKOIO MOBOIO
BEPJIIH-XEMI AT,

I'minixep Ber 125, 12489 Bepnin, Himeuunna
DE_BE _01_MIA_2019 0006

Crnenndikanis

Kpyrni, nBoonyxni TaGneTky Maibke 6110ro Konsopy, 3
OJTHOCTOPOHHBOIO, XPECTONOAIGHOIO HACIUKOIO I
noAiny

230 Mr =5 % (218.5 — 241.5 mr)

n =10: AV<15.0(L1);

n =30: AV <15.0 (L1) oaHe 3 iHauBi TyansHuX
3HQYEHb BMICTY HE BUXOINTH 3a Mexi Big 0.75 M
aol25 M

Q =75 % uepes 45 xBuinH

Bignosinae
Biamosinae

VTBOpenHs 6inoro ocany

<02%
<0.5%

<103 KYO/r
<10°KYO/r
Bincyrsicts B It

95.0 % - 105.0 % Bin 3asBneHOi KiIbKOCTi HeGiBONOMY
Ha Tabnetky (4.75 — 5.25 mr/Tabmn.)

11840 ym.

PesysasTaT
Bignosigae

" He Busnaganocs
He Bu3Hayanocs

98. %
Ilo3utuBHO
TlosutuBHO

IlosutuBHO

<=0.1%
<=0.1%

He BusHavanocs
He Busnayanocs

~ He Busnaganocs
100.2 %

** Ha koxniit cepii no 10 cepiif, ski ycninso npoius BunpoGyBaHHs, MOTIM 0 OHiH cepil Ha KBapTan.
*** Ha xoxHii#t cepii no 5 cepii, axi ycnimno npoiimum BANPOGYBaHHs, Naji KOXHA AECSTa Cepisl, He PiAuIe OJHOTO

pa3sy Ha piK.
Ceprudikar:

S unM 3aciguylo, wo iHbopManil, BUKIA[eHa BULIE, € TOYHO i nocrosipHoto. Tlpouec BHpOGHULTB2 #aHOT cepii
TIPOAYKTY, BKJIIOYAIOYH YNAKyBaHHA/MAapKyBaHHA i KOHTPOJb SKOCTi, 6yno 3miliCHCHO B TOBHiH BiAMOBimHOCTI 3
Bumoramu GMP, 3aTBep/KEHNMH MICHEBHMH OpraHaMM KOHTPOIIO, i crenudikalisMH peecTpalifiHOro mMoCBixueHHs
KpaiHH-iMnopTepa, aGo BuMoramu creumbikauil A1 IPORYKTIB, MIPU3HAYEHHUX [ JOCHI/DKEHHA. 3BiTH 00
BUPOGHMIITBA, YNaKyBaHHA Ta aHANITHYHMX BUNPoGyBaHb cepii Oy/no npoaHaNi30BaHO i BH3HAHO TAKHMMH, LIO
BiAnoBigatots crangapram GMP.

J-p Hopbept Cranr
YnoBHoBaxeHa ocoba
23/11/2020

(miamuc)
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CrpaHa npon3soauTenb:
PerucrpaunonHoe yaoctosepeHus:
Ne cepuu: 02164A

Aara usrotosnenus: 06/2020

Aara ebinycka cepun: 23/11/2020

NekapcTeerHas opma:
No3uposka/Coaepxarue:

Bua v pasmep ynakosku:

PaspeweHve Ha Bbinyck cepuu BbiaHO

KOMnaHuewn:
Homep nuueHaun Ha npounssoacTeo:

Nokazavtens
BHewHwit Bug

CpepHsas macca Ta6nerku*
OnHOpPOAHOCTL A03VPOBAHBIX 84UHUL™

PacteopeHue Yo
WUaeHTudukaums vebusonona

BIMX

Y®-cnekrpocdoTometpus
UaeHTudUKaums xnopuaos
KonuuecTsenHoe copepxanue npumecei

HeMAEHTMdJVIuMpOBaHHbIe No oTAeNnbHOCTU

BCEro
Mukpobuonoruueckas yucrora*™*

OKAM (obwee konuyecTso aapobHbIX
MUKPOOPraHM3MoB)

OKONr (O6wee konNMueCTBO APONOKEBbIX/

nnecHesbix rpubos)
E. coli

KonuyecteeHHoe coaepxxaHue

*Ha oaHoW cepuu B rog

BERLIN-CHEMIE

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

MENARINI

Ceprudukar kauecrsa

Hebuner ®

Koa npogykra: F134318
Fepmarun
UA/9136/01/01

[arta okoH4YaHus cpoka roarocTu: 06/2023

Paamep cepuv: 11840 yn.

Tabnetku no 5 mr

1 1abnetka coaepxuT: 5 Mr HeGusonona (s suge
Hebusonona rugpoxnopuaa)

no 14 rabnetok 8 Gnnctepe, no 2 Bnucrepa B KAPTOHHOW
kopo6ke. MapknupoBka Ha YKpauHCKOM A3bike

BEPNIUH -XEMW AT,

FnuHnkep Ber 125, 12489 Bepnun, Mepmanus
DE_BE_01_MIA_2019_0006

Cneundukayms Pesynsrar
Kpyrnbie, aBosikoBbinyknble TabneTkn noutn Genoro Cooreercrayer

uBeTa, C 0AHOCTOPOHHENR, KpecTOOBPasHON HaceYKoM
ANA peneHusi

230mMr5% (218.5-241.5 mr)
n=10:AV=<15.0(L1); n=30: AV £ 15.0 (L1) Huxakoe
U3 UHAMBUAYANBHBIX 3HAUEHUI COAEPKaHUS

He BbIXOAWT 3a npeaens! ot 0.75M a0 1.25M

He onpeaensnoch
He onpegensnoce

Q =75 % yepes 45 munyT 98. %
Cooteetcrayer NonoxutensHo
Cootsetcrayer MNonoxutensHo
OGpa3oranue Genoro ocagka NonoxutensHo
$02% <= 01%
$05% <= 01%

3
S10°KOE/r He onpegensnocs
s10°KOE/r

He onpegensnocs
Otcyrcteue B 11 He onpeaensnoce

95.0 % - 105.0 % OT 33a8BNEHHOro KoNUYecTea 100.2 %
Hebusonona Ha Tabnetky (4.75 ~ 5.25 mr/ Tab.)

**Ha kaxao# cepvu 40 10 cepuii, ycnewHo MPOLUEALIMX UCTbITaHWe, 3aTeM 110 0AHOW Cepum B KBapTan
***Ha xaxpoi cepum 10 5 cepun, ycnewHo NPOLLIBALLMX NCNbITARVE, Aanee KaXAasA AECATan CEPUs, He peXe 0AHOro pa3a B rog

Ceptudmkar:

Al HacTOALMM 3aBePSI0, YTO UHADOPMALMA, MINIOKEHHAS BbILUE, SBARETCS TOMHON U AocToBepHoi. lpoLiect NPonN3BOACTBa AaHHOM Cepun
NPOAYKTa, BKNHOYAA YNaKOBKY/MapKUPOBKY U KOHTPOMb KauecTsa, Gbin OCYLLECTBNEH B NONHOM COOTBETCTENY C TpeGosaHuamu GMP,
YTBEPAKACHHLIMU MECTHBIMU KOHTPONMPYIOLUMMM OPraHaMu, W CNELNIMKALMAMI PEruCTPaLMOHHOIO YAOCTOBEPEHUA UMNOPTUPYIOLIEN CTPaHBI,
Wnu TpeGoBaHNAMY crieunpuKaLMn ANA NPOAYKTOB, NPEAHAIHAYEHHBIX 4NA UCCIIA0BaHMA. OTYETH! O Npou3BOACTBE, YHaKoske U
BHANUTVHECKUX NCNBITAHUSX CepUy Bbit NPOAHANM3NPOBAHBI W IPU3HAHBI YAOBNETBOPSIOIIMMY CTaHaapTaM GMP,

Dr. Yor Stang

.

YnonHomoueHHoe nuyo
23/11/2020
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JEPAJIIKCITYXXBA
JNIEPJKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUIBCBKI OBJACTI

npocnekt Banepis JloGaHoscbkoro, 51, M. Kuis, 03110, en/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €IPIIOY 37078774

BUCHOBOK
Nnpo sAKicTb BBE3eHOro B YKpaiHy JiKapcbKoro 3acody

22.03.2021 Ne 11795/21/10

HEBUIET®

(HaliMEHYBaHHs NikapChKOTo 3ac00y 3riHO 3 PEECTPalliiHUM MOCBIAYCHHSM)
TaberTku no 5 mr; no 14 Tabaerox y 6aicrepi; mo 2 GJicTepu B KapTOHHii Kopobui

((popma BHMYCKY, 03YBaHHS, BU NaKyBaHH: NikapChKoro 3acoby)

Howmep peectpauiiitoro nocsinuenns UA/9136/01/01 crpox ii peectpauiiinoro nocsinuenss 01.01.2099

Cepis nikapcbkoro 3acoby Ne 02164A KinbkicTb BBe3eHoro nikapeskoro 3acoby 11840
BupoGHHk BEPJIIH-XEMI AT, Himeuunna
(HaliMeny BaHHS BUPOOHHKA 1iKapchkoro 3acoby, kpalHa NOXOMKEHHS)
Beesewo B Vipainy CrifbHe yKpaiHnchbKo-eCTOHCHKE MANPHEMCTBO Y Gopmi TOBapHCTBA
3 o6MeskeHor0 BianoBigaanbHicTio "Onrima-®apm, JITA", izeur. xox:
21642228

(HalmenyBaHHs Ta koa 3a €JIPTIOY 1opuantnoi ocobu abo npissuule, in's, no GaTkkosi dizuynol
0c0o6u - nianpuemus, 1i Micue NpOKMBAIHA Ta peccTpaltitinii HoMep 06.iKOROT KAPTKHW NAATHUKA
noaatkis abo cepis Ta HOMEp nacrnopTa)

Mpotokon BisyansHnoro koutpoo sia 17.03.2021 Ne 0719/27.

3a  pesynbTaTaMu EPXKABHOrO KOHTPOJIO BCTAHOBIEHO, WO  JliKapehkui 3aci0 BBe3eHO B YKpailHy 3

AOTPHUMAHHAM BMMOT 3aKOHOAABCTBA LLOAO 3a0e3neueHHs AKOCTI NiKapehKnX 3ac00iB.

Onekciit COJIOJIPAN

(iniuiany Ta npizsulLe)




¥| BERLIN-CHEMIE

Kon nponyxkry:
JlepkaBa-BUPOGHHK:

Howmep peectpariiinoro nocsiguesns:

Ne cepii: 04204B
Jara Bupo6uuirea: 10/2020
Mata Bunycky cepii: 29/03/2021

Jlikapchka dopma:
Jo3zyBanns/Bmicr:

Bun i po3mip ynakosku:

Ho3Bin Ha BUILyCK cepii BUNAHO
KOMIIaHI€l0:
Homep ninensii Ha BUApOGHULITBO:

Iloka3zHuk
30BHINIHINi BUrIA

Cepenns maca tabneTkn*
OnHOpinHICTh 1030BaHUX OFMHULL**

Po3yunenns Y@

Inentndikanis HebiBonomy
BEPX
Y®-cnektpodoToMeTpis

Inentudixaris xopuais

KinbkicHuit BMicT nominok
He inenTudikosani oxpemo
BCBOTO

Mixpo6iomoriuna uncrora***
3KAM (3aranbHa KinbKicTs
acpobHMX MIKPOOpPraHizMiB)
3KAIII'(3aransHa KinbKicTs
ApPDKIKOBHX/TUTICHABHX IPHGiB)
E. coli

KinbkicHuit BmMicT

* Ha oniit cepii Ha pik.

MENARINI

CepTudikar axocri

Hebiger®
Kon nponyxry: F134318
Himeuunna
UA/9136/01/01

BEPLIN-CHEMIE AG
Glienicker Weg 125
12458 Beriin

Hara 3akiHueHHA CTpOKy npuaaTHocTi: 10/2023

Poamip cepii:

Tabnerku no 5 mr

1 TabneTka MicTHTB: 5 Mr HeGiBoMONY (Y BUrIAAL
HeBIBOJIONY riapoxaopHay)

no 14 rabnerok y 6xicrepi, mo 2 6nicTepu B KapTOHHii
K0opobui. MapkyBaHHs yKpaiHCHKOIO MOBOIO
BEPJIIH-XEMI AT,

I'ninikep Ber 125, 12489 Bepnin, HiMmeuuuna
DE_BE_01_MIA_2019 0006

Crnenudpikania

Kpyrai, aBoomykii Tabnetkn Maibke Ginoro KOJIEOPY, 3
OJHOCTOPOHHBOIO, XPECTOMOAIOHOIO HACIUKOK Is
nojiny

230 Mr+5 % (218.5 - 241.5 mr)

n =10: AV<150(L1);

n =30: AV <15.0 (L1) xozaHe 3 inauBixyansHux
3HAYCHb BMIiCTY He BUXOIMTH 3a Mexi Big 0.75M

mo 1.25M

Q=75 % uepes 45 xBunuu

Bianosinae
Bianosinae

YTBOpeHns 6inoro ocany

<02%
<05%

<10°KYO/r
<102KYO/r
BincytHicts B 1r

95.0 % - 105.0 % Bix 3aABNeHO] KiIbKOCTI HebiBomoITY
Ha Tabnerky (4.75 — 5.25 mr/Tabu.)

39180 ym.

Pesynprar
Bignosinae

He Busnavanocs
He Busnauanocs

98. %
Ilo3utuBHO
TlosutuBHO

Tlo3utHnBHO

<=0.1%
<=0.1%

He Bu3nauanocs
He BusHauanocsa

He Busnavanocs
101.3 %

** Ha xosxHilt cepii no 10 cepiit, sxi YCILIIHO NpOHIIIH BUNPoGYBaHHA, IOTIM 10 onHil cepii Ha KkBapTayL.

*** Ha xoxHiit cepii 1o 5 cepiif, sxi YCIIIUHO MpOHIUIM BUNPOGYBAHHS, AaTi KOXKHA

pasy Ha pik.
Ceprudikar:

A unm 3aceinuyro, mo inpopmanuis, BukIaneHa BHUIIIE, € TOYHOIO 1 JOCTOBI
TIPOAYKTY, BKIIOYAIOYH YNaKyBaHHA/MapKyBaHHs i KOHTPONL SIKOCTI,
Bumoramu GMP, 3arBepmxeHHMH MiclieBUMU OpraHaMM KOHTPOJO, i ¢
KpaiHu-iMnopTepa, abo BHMOramu cneuudikanii 14 npoaykris, mo
BHPOOHMITBA, YNAKyBaHHA Ta AHATITHYHHX BUNPoOYBaHbL cepii 6

BIANOBiNaI0Th cTanaaptam GMP.

J-p Hop6ept Cranr
YnoBHoBaxeHa ocoba
29/03/2021

(mamuc)

IMeyarka

Y. aun 1977 5§ (Torher (o

AecsATa Cepis, He piAlle OXHOro

pHoto. Ilponec BupoGuuuTBa namoi cepii
Oyno 3nilicHeHo B moBHii BignosimsocTi 3
nenu}pikalisaMu peecTpamifiHoro noceigueH s
PU3HAYEHUX [UI1 JOCHIIKEHHA. 3BiTH Moo
Y10 IPOAHAN30BAHO | BM3HAHO TAKUMH, IO




MENARINI

CrpaHa npoussoguTens:
PeructpauuoHHoe yaoctosepeHue:
Ne cepuu: 04204B

Dara narotoenenus: 10/2020

Hara sbinycka cepuu: 29/03/2021

NexapcTBeHHan copma;
[Hosuposka/Coaepxarive:

Bua v pasmep ynakosku;

PaspeweHue Ha Bbinyck cepum BbgaHo

KOMNaHnewn:
Homep nuueH3u Ha Npon3BOACTBO:

Nokasarens
BrewHuit Bug

CpeaHss macca Tabnetku*
OpHopoaHOCTL A03MPOBaHbIX eguHMY™**

PacrsopeHue Yo
UneHtudukaums Hebusonona
BIMX

Y®-cnekrpocdoromeTpus
UneHTudmkaums xnopuaos

KonuuectsenHoe coaepxatue npumecei
HeUAEHTU(DULIMPOBAHHbIE NO OTAENBLHOCTY

BCEro

Mukpobuonorudeckas uucrora***
OKAM (o6wee konuuectso a3pobHbix
MUKPOOPraHU3MoB)

OKANr (O6wee konuyecrso APO3OKEBBIX/

nnecHesbix rpu6os)
E. coli

KonuuecteenHoe coaepxaxue

*Ha oaxoi cepuu B rop

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin

BERLIN-CHEMIE
MENARINI

Ceptucuxar xavecrasa

Hebuner ®

Koa npoaykra: F134318
Fepmanun
UA/9136/01/01

faTa okoHuaHus cpoka rogHocTy: 10/2023

Pasmep cepun: 39180 yn.

Tabnetku no 5 mr

1 TabneTka conepxut: 5 Mr Hebusonona (B BURE
Hebueonona rapoxnopuaa)

no 14 rabnerok 8 6nucrepe, no 2 6nucrepa B kapToHHOM
kopobke. MapkupoBKa Ha YKDAUHCKOM f3bike

BEPNIUH -XEMW AT,

Fnunukep Ber 125, 12489 Bepnu, Fepmanus
DE_BE_01_MIA_2019_0006

Cneundukauus Pesynwrar
Kpyrnble, nsoAKoBLINyKrble TaBneTku noutn 6enoro Cooreercreyet

LiBeTa, C OAHOCTOPOHHEN, KpecTooBpa3Hoi HaceuKow
ANf peneHus

230Mr+5% (218.5-241.5 mr)

n=10:AV<15.0 (L1); n=30: AV< 15.0 (L1) nukakoe
13 HANBMAYANBHBIX 3HAYEHWH CoaepKaHus

He BbIX0AWT 3a npeaentl ot 0.75M a0 1.25M

He onpepgensnock
He onpepensnocs

Q =75 % yepes 45 mMuHyT 98. %
Cootsetcrsyer NonoxuteneHo
Coovsercrayer NonoxurensHo
O6pasoeaHue Genoro ocagka MNonoxutensHo
£02% <= 01%
S05% <= 01%

3 .
$10°KOE/r He onpegensnocs
s 10°KOE /r

He onpepensnocs

Otcyrcrene B 11 He onpegensnocs

95.0 % - 105.0 % ot 3assneHHoOro KonuvecTea 101.3 %

Hebusonona Ha Tabnetky (4.75 — 5.25 mr / Tab.)

**Ha kaxaoi cepuun 4o 10 Cepuil, yenewHo npoweawmx UcnLITalue, 3aTem no oAHOR cepum 8 KBapTan
***Ha kaaomn cepum a0 5 Cepuii, ycnewHo npoleawmx ucnbiTaHue, fanee Kaxaan AecsiTas cepus, He pexe ofHOro pasa B rog

CepTuduxar:

Dr. Nor Stang
YHOI'IHOMO‘JeHH e NTnYo
29/03/2021

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Reinhard Uppenkamp (Vorsitzender), M Ehae
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (22

14O Ehristian Matschke,
5%),1Rx +48.30 67072120 {Zentrale),

Registergericht Amtsgericht Charlottenburg (Berlin) HRB 34997 - bbn 40 130545




JEPXIIIKCIIYXBA
AEPZKABHA CJIYJKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscrkoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog € APTIOV 37078774

BHUCHOBOK
Npo sIKiCTH BBE3€HOro B Y KpaiHy JiikapehbKoro 3aco0y

22.04.2021 Ne 19932/21/10

HEBLIET®

(HaliMeHyBaHHA NiKapChKOro 3acoby 3TiJHO 3 peecTpaUiiHUM NOCBIIYEHHAM) .
TabJieTKH 10 S Mr: no 14 TabaeTok y 6aicTepi; mo 2 GiicTepu B KapTOHHil KopoOui

(¢opma BHNyCKy, 103yBaHHS, BHA NAKyBaHHS JIKapCHKOro 3acoly)

Homep peectpauiittoro moceizuenns UA/9136/01/01 ctpox aii peecrpaniiitroro nocsinuenns 01.01.2099

Cepis nixapcekoro 3acoby Ne 04204B Kinbkictb BBe3eHOro Jikapcekoro 3acoby 21900
Bupo6Huk BEPJITH-XEMI AT, HiMmeuuuna
(naiimenyBaHHs BUpOGHMKa Jikapcekoro 3acofy, kpaiHa MOXOMKEHHS)
Baeseno B Vkpainy CuoinbHe ykpaiHchKo-eCTOHCEKE ANPHEMCTBO Y (opmi ToBapucTBa
3 oOmeskeHo10 BinnopigaabHicTo "OntiMa-®apm, JIT/", ixenr. xox:
21642228

(natimenypanus Ta ko 3a EJIPTIOY ropuanuHoi ocobn aGo npizeuie, im'a, no 6aTbkoBi (isuunol
ocobu - nifnpreMud, il Micue NpoXKUBaHHA Ta PeecTpaLiiiHuil HoMep 06NIKOBOT KAPTKHM IIATHAKA
nozaarkis abo cepis Ta HOMep nacnopra)

MpoToxon Bisyansuoro kourpomo six 16.04.2021 Ne 1210/43.

3a pe3ynbTaTaMM JIEPXKABHOTO KOHTPONIO BCTAHOBJEHO, mo Jikapcbkuii 3aci0 BBezeHO B VKpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA WIOAO 3a0e3MeYeHIRIKOCTI JIikapchbKuX 3acobiB.

; gaﬁanbﬁnkaCHym(SH \

3aCTyf"';{;{{ ‘

(mqcagosa ,bciq(iaf
ANREEROR It

Onnexciit COJIOIPAIA

AHy gebmaaﬂgf‘o KOHTPOJIO) (nianuc) (iniuianu Ta npiszBume)




HAEPXIIIKCITYKBA
HTEPKABHA CIYKEBA 3 JHKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JHINPONMETPOBCHKIN OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPITOY 37070665

BUCHOBOK
Npo AKicTh BBe3eHOT0 B YKpaiHy JlikapcbKoro 3acody
09.11.2022 Ne 47628/22/0411
HEBUIET®

(HafiMeHyBaHHs JiKapcLKoro 3acofy 3TiHO 3 peecTpalifiHiM NOCBiA4YEHHAM)
TabseTku mo 5 mr o 14 Tadaerok y 6Jicrepi, mo 2 Gyicrepu B kKapToHHili kKopoOui

(popma BUmYyCKY, H03YBaHHA, BUJ NaKyBaHHA JTiKapcbKoro 3acoby)

Homep peectpauiiizoro nocsimuenns UA/9136/01/01 crpok nit peectpauitinoro nocsiauenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 21142A KinkicTs BBE3EHOTO Aikapchikoro 3acoby 3760
BupobHik BEPJIIH-XEMI AT, Himeuunna
(HalfiMeHyBaHHs BUPOOHHKA NikapcbKoro 3acoly, Kpaila NnoxoJaena}
BreseHo B Yxpainy ToBapucTBo 3 00MexkeHoI0 BinnopigaasHicTio "BaJIM", izen. rkoa:
31816235

(HafiMenyBaHH Ta koA 3a €IPTIOY ropuanuHoi ocoOu abo npiseuie, iM's, no Garekosi gizuanol
0co0m - rianpuemus, 1 MICILE MPOKUBAHHA Ta peecTpawiiHui HoMep oGnikoBOT KapTKH MLk
rmoaartkis abo cepig Ta HOMEp nacnopTa)

IpoTokoa sizyansnoro koutpoaso sin 08.11.2022 N 07-01/2418/24.

3a Ppe3ynbTaTaMH  JAEPAABHONO KOHTPOJIKG BCTAHOBNEHO, INO JlikapchKuil 3aci® BBeseno B  Ykpainy 3

AOTPHMAaHHHAM BUMOT 3aKOHOABCTRA 00 3afe3neueHHs fKOCTi NikapchkuX 3aco0ib.

B. 0. nauansuuka JlepxaBrol ciyxOu 3
MKapchKHX 3ac00iB Ta KOHTPOJIIO 38
P . poo 32 €rop BOJIKOB
HapKOTUKaMH y JIHIMpOmeTPORCHKiMH
obuacri

(nocanopa ocoba opraHy AEpP#HABHOTO KOHTPOMIO) \'/(niﬂmdc) (iHiuianu Ta npizsuuLe)




M

Ken nponyrry:

Hepraea-supobuk:

Homep pesctpauiinero NoCaigvarns:
Homep cepil: 211424

Hara anpoBuuurea; 02/2022

Hara vwnycxy cepil: 20/05/2022

Rikapceka hopua;
Cuna ailfakmsHicTe.;

Po3wip Ta Tun nakysarHa;

HafmeHyBanHs | Micueanaxonxenis

BapoBHuka, 1o sunycrue cepinv 8 oBir;

Hosep niveHail wa BHPODHMYTEO:
ONAZHHK

J0BHIWHIA surnag,

Cepenna maca rabneru®
OpHopigHicTE go30BaHWX OANHMEL"

POIMUHEHHA YO
lienTiehikavia wadincnony
BEPX

YO-cnerrpodioTomeTpis

igenmuchikauin xnopugie

KinskicHwii BMIiCT aoMiluok
Heigentugiconsni oxpemo
Beooro

MixpoBionoriuna wuerota™
3KAM (saraneHa nedicty aepoBhux
MiRROOpraxiamis}

3KOMT{zaransHa Kinekicrs APHKOXOBIY |

nniceH2BUX FpUBis}
E. coli

Kinbkichuit aMicT

* Ha opHif cepii »a pik.

* Ha xomwif cepit a0 10 Capid, Wwo yeniluko n

BERLIN-CHERIE AG
Glericker Weg 125
12488 Bartin

ERLIN-CHEMIE
MENARINI

Ceprudikar axocri

HeBiner®
F138198
Himevunna
UAD138/01/01

fata aaxinuanHa TepMiHy npuaaTrocTi: 02/2025

Poauip capii. 69060 yn.
Yabnetim na 5 wr
1 rabnema mictute weGiBonony (y sarnnagi mebiBonony
rigpoxnopsay) 5 mr
Tlo 14 vabnetor y SGnicTepi; no 2 Gnicrepu v KBPTOHHIA
KopoGui. Mapxysanus YROAIHELKOIO MOBOK
BEPNIH-XEMI Al T ftirikep Ber 125, 12489 Bepnin,

HiMesanna
DE_BE_01_MiA_2019_0006

] ixayin Peaynpray
Kpyrni gaoonyxni rabnetkm Malxe Ginoro xonkopy 3 Bianosinae

#pecronoailinoio Haciurow gns noainy 3 ogrore Goxy
230Mr £ 5% (2185.2415 Mr) 2291 wr

n =10 AV 150(L1); He nposogunocs
A =30 AVS150(Lt)ra XOAHE iHguBiayankHe
IHAYEHHA BMICTY < D.750M aSo > 1.25xM
Q=75 % vepes 45 xannuu 85 %
Bianosinae FloauTnane
Bignosinae NoanTsenn
¥1eopenns Sinoro ocany TNosutnare
$02% <= 01 %
305% <= 01%

£l
S0°KYOr He nposoaunoca
< 10° KyOr

He nposoawnaca
Biacythicte s 11 He nposopunock

95.0 % - 105.0 % sig 389BREHOT KinbXOCT] Hefisonony Ha 99.2 %
TaGreTky (4.76 - §.25 wmritain,)

PSR BMNGOGYBaHHs, NOTIM N O7HIW Cepii Ma xsapTan.

** Ha xowHiA cepit g0 5 CEPIA, IO YCNILLHG Npofur BUNPOGYRAWHA, Kani KawHa [ECATE cepin, He pigwe oaHOre pady Ha pix.

3anua npo coprudbinauing:

LMK 21 33C819Y0, WD HaveaeHa EBULLE IHPOPMALIA ¢ AOCTORIPHGN Ta TOMHOI. Lho cepi npogywiiF Byno eupcbnana {BXMOMAIOUIK
MAPKYBAHHA) Ta NPOBEAGRO XOHTPONE T AKDCTS ¥ BOBHIA BIANORIGHOCT 3 BUMOTBMM GMP, scranoenessam cLsom PErYNSTODHNM

OPraHom, @ Takom BIN0BIAHD 5O creumdikagii, wo

MICTATLLS ¥ PEELTPRUIRHOMY A0CHE kpalur-imnopTepa. Mpotoxonm BUPOBHULTRA,

RAVYBAHHA TA aHanise Syno nepernsHyTo 18 BETANOBNEHD sianoeignicts GMP.

Ynoexosakena ocoba
200572022

Vorsitrendar des Aufsichtsrsing: B, Aibsrto Giavonni Aleotti - Vorstard: 97 Beehard Upgrankanm (Vorsitzander, Wl

Gr. Atiitio Sebastio, Dr. Reine, Kera, Or. Pio Mei - Pustansyigift Burtin-Chemie AG. 12485 Horlin - Tal. +25 30 6707542,

Br. Rig

Offmann

W hristian Matachae,
B EAE2IR0 {Te i i),

Registgrgecicnn Amisgeriche Chiriots biiry (Beriini KRB 34997 - bbn 40132545




Kog npoaykry:

Depxasa-snpoSHux:

Homep peccTpauidinoro noceigueHHs:
Homep cepit, 22143A

llava upoBenyrea; 04/2022

Data svrycky cepii: 20/06/2022

lNikapceka hopma
CHna BifakTHBHICTE:

Po3Mip Ta Tun naxyBarHA;

Halmenypanma i MicuesHaxogxexHa
aupoBunka, Wo sunycTHe cepike & obir:
Homep niuensail va supobruuTes:

Flokaanuk
30BHiWHIA BUrNAg

Cepeans maca Tabneteu™
QAHOPIHICTE A030BaHX OAHHMLL™

PoauvHeHHa YO

laenTudhikavia veisonony
BEPX
Y®-cnekrpogotoMeTpis

laenTudikauia xnopugis

KinkkicHii BMICT AOMILLIOK
Heinentugikosani okpemo
Besoro

Mixpobicnoriuva ynctora™*

3KAM (saranuha kifbkicTs aspobux
MiKpOOpraniamia)

SKANM{3araneHa KINbKICTL APIKAKOBUX i

nniceHesnx rpuGis)
E. coli

KinskicHMA BmicT

* Ha onnin cepil wa pix.

BERLIN-CHEMIE

BERLIN-CHEMIE AG
Glienicker Wey 124
12489 Bertin

MENARINI

Ceprudikar skocri

HebineT®
F138196
HimeuvwnHa
UAM136/01/01

AaTta aakiHuenHA Tepminy npuaatHocti: 04/2025

Poamip cepil: 30480 yn.
TaBrertku no 5 Mr
1 rabnetka micruTb HeBisanony (y BUrnAAd nebigonony
riapoxnopuay) 5 mr
Mo 14 raBnetok y Gnictepi: no 2 Gnictepu o KAPTOHHIA
kopotiul. MapkyBaKHA ykpafHCHKO MOBGIO
BEPTIH-XEMI AT, Cnidikep Ber 128, 12489 Bepnin,

Himevuuna
DE_BE_01_MiIA_2018_0006
Cneywdixaiin Pesynurar
Kpyrni asocnykni yaBneTed maixe Ginoro KOnLOpy 3 Bianoeigae

XpecTonoaiGHOI0 HACIMXOK 418 noginy 3 oaroro Hoky
230mr£5% (218.5-241.5 mr) 230.% mr

n =130 AV <150(L1); Ha nposoaunoca
n =30 AV £15.0 (L1) ta mogHe iHguBinyansHe
JHAYEHHA BMICTY < 0.75xM abo > 1.25xM

Q =75 % uepes 45 xannun 96 %
Bianoeinac MoaurueHo
Bianoeiaac Nasutnexo
YTeopexns Binoro ocagy Nosuthenc
s 02% <= 0.1 %
<05% <= 01%
3
£ 10" KYOr He npopoaunoca
2
£10°KYO/r He nposoaunocs
BiacyTHicth e 11 He nporogunocs
95.0 % - 105.0 % sig 33aAeNeHOI KinbKkoeT] Hatisonony Ha 995 %

TabneTxy (4,75« 5.25 MriTatn,)

** Ha koxHi cepil go 10 cepiii, Wwo yoniumg NpoHWNK BURPOGYBAHHA, NOTIM No BAHIA Cepil Ha KEAPTAN,
**" Ha xosivi capll 4o 5 cepin, wo YONIWHO NROiALINM BMNPOGYBakHA, Aani koxHa necsTa CEpiRA, He PiAte 0ANOFO Paly Ha pik,

3anea npo cepTHdiayio:

UMM A JBCBIAYYHD, WO HBBEASHA BULIE indiopMauls ¢ AOCTORIPHOID T2 TOYHOW, Lo cepin npoaykuii Gyno enpobness (BRMIOUAICYN
NAKYBAHHA/MAPKYBAHHA) Ta NPOBEAEHD KOHTPONL T AKOCT) ¥ NoBHIA 8iAn0BIAHOCTI 3 BuMOramMn GMP, BETaHOBASHMM MICU2BUM DETYNATOPHUM
QPFaHOM, 3 TAKOX BIATIOBIAHO A0 CRetwhikauii. Wo MiCTRTLCRA ¥ PEECTRALIAHOMY AOCHE KpaiHM-iMnopTepa. Mpotokenu BupoBHuUTEA,
NaKyBankst Ta awaniaia Gyne nepernaHyTe Ta ectanoaneHo aigncaigHicrs GMP.

YnoeHosaxena ocoba
2010612022

Voratreadir des Aufsiciiseates: U, Ao DA AL Vorstand: D Reediard Lppenkamo IVorsitzzndes,
Or Atwlic Sebastio. Br. Rainer Kern, Dr. Fig Wi - Postanseinife Berfin. Cheine AG, 12485 Bedin - Tel +49 30 6707-071%

Dr. Rica

fimainn

r Chestian Matschbe,
B0 EFOT 2120 iZantraie),

Regustergericht Amisgarichi Cliae futtenburg {Berfin) MRE 34297 nhn 40 1365 25



JAEPAIIIKCITY)XXBA
JEPKABHA CJOYXKBA 3 JITIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
V JHINPOIETPOBCHKIN OBJACTI

HMuinpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK
Npo AKICTh BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody
04.12.2022 Ne 52403/22/0411
HEBLIET®

(HaliMeHyBaHHA 1iKapcLKOro 3aco0y 3riAHO 3 PEECTPALliHHMM MOCBIAYEHHSM)
tabaerku o 5 mr no 14 raéaerok y 6icrepi, mo 2 GJiicTeps B KapToHHii Kopobui

((popmMa BUNYCKY, 1O3YBaHHA, BUA MAKYBAHHA Jikapchkoro 3acoly)

Homep peecrpauiittoro nocsizuenns UA/9136/01/01 crpox ait peectpauiitnoro nocsinuents 01.01.2099

Cepia nikapcbkoro 3aco6y Ne 22143A Kinbkicts BBE3€HOrO Nikapcekoro 3acoby 5760
Bupo6uuk BEPJIH-XEMI ATI', Himeuunna
(HaltmeHyBaHHs BUPOGHUKA JTiKApCLKOTO 3acoBy, KpaiHa MOXOMIKEHHS )
BseseHo B YkpaiHy TosapucTgo 3 06MexkeHol0 BignoBigaanuicTio "ba/IM", izent. kon:
31816235

(HafiMenyBaHHs Ta ko 3a CJIPTIOY 1opuauyaHoi ocobu abo npizpuie, iM'a, no 0aTbkoBi (hizpunol
0co6H - Manpuemirs, 1i Miclle NPOKUBAHHS T PeecTpauiiiHui HoMep 06/1iKOBOT KAPTKH NIIATHHKA
noaarkie abo cepis Ta HOMEp nacnopray)

IMpoTokon Bisyansuoro koutponto sin 03.12.2022 Ne 07-01/2675/33.

3a pesyibTaTaMM JIEPXKABHOrO KOHTPONIO BCTAHOBNEHO, 110 Jikapcbkuit 3aci® BeeseHo B Ykpainy 3

JOTPHMAHHSAM BAMOT 3aKOHO/IaBCTEA MO0 3a0€3MeUEHHs AKOCT] JliKapcbKHX 3ac00iB.

Havansuuk [epxaBHoi cyx0H 3

JIKapcBKUX 3ac001B Ta KOHTPOMIO 3a ;
P . poJito 3a Onis OBUAPEHKO
HapKOTHKaMH y JIHIIpOIIeTPOBCHKIN o f]
obunacTi /
¥
¥
(mocanoBa oco0a opraxy JICPKaBHOIO KOHTPOIIO) (niﬂrmy) (iniuianu Ta npiseuie)
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