Ilepexnan Ha ykpaiHCBKY MOBY

I'eneon Pixtep
3acnosana 'y 1901 poyi

CEPTU®IKAT CEPII

Hassa npoaykuii: CHWJIYET®
Kpaina Bupobnnka: Yropimsa. Kpaina-imnoprep: Ykpaina
Homep peecTpaniiinoro noceiquenns: UA/12532/01/01

YnHHe 10: 6€3CTPOKOBO

Cuua pii: 2 Mr gienorecty ta 0,03 Mr eTuHinecrpaaiony

Jlikapceka gopma: Tabnerku, BKpUTI IIIBKOBOIO 000JIOHKOIO
Posmip i Tun ynakorku: 21 Tabnerka, BKpuTa 060JI0HKOIO, B Grtictepi; o 1 611icTepy B ynakoBIii.
Po3mip cepii: 9 990 ym.

Homep cepii: T12170B

Jarta BurorosJienns: 02.2021

JaTa 3akiH4yeHHs TepMiHy npuaaTHocti: 02.2023

HazBu, agpecn, Homepu Jinensii Ta ceprudikaris GMP Bcix BUPOGHHYHNX ALISTHOK | AiNSIHOK

KOHTPOJIIO SIKOCTI:

Hassa(-n) i anpeca(-n)

Cragii Bupo6HMIITB2

Homep ninensii na

Homep cepTudixara

BHpPOOHHKA(-KIB) BHPOOHHIITRO GMP

BAT «I'eneon Pixtep», | IloBHHMIA K HU-M-RICH OGYE1/9446-6/2019
H-1103, bynanemr, BHUPOOHHIITRA,

ByJ. [empei, yTIaKOBKa,

19-21, Vropmwuna.

KOHTPOJIb AKOCTi Ta

BHITYCK cepii

Komenrapi: BkazaHa BHILE cepisi BUMyLIeHa Ha PHHOK.

3asBa npo ceprudikauito: Llum 3acBimdyro, mo HaBeneHa BHUIE iHpopMauis cripaBkHs i TouHa. L{s
cepist JlikapcbKoro 3aco0y 6yna BHIOTOBIICHA, BKIIIOYAIOYH YNIaKOBKY/MapKyBaHHS Ta KOHTDOJb SKOCTi,
Ha 3a3HaveHili(-ux) BMIE BMPOOHM4IN(-UX) AiNsHUi(-kax) y MoBHil BimmosimHocti mo BuMor GMP
MiCLICBOrO  PEryNATOPHOro opraHy Ta creumdikauii, cxsaneHoi B KpaiHi-iMmoprepi. Ilporokonu
BMPOOHHLTBA, yNakoBKM Ta aHaJli3iB Gy neperysHyTi i BeTaHOBIEH BiMOBiHO 10 cTanaaptis GMP.

Jata Bunycky cepii: 31.03.2021

Hara Bunycky ceprudikara:  31.03.2021
3aBipuB Kosau JInongi
BAT «I'eneoH Pixtep»
(nianuc)
A-p Jom6i Mare
YnoBHOBaxkeHa ocoba
(migrmc)

cTop. 132
BAT «I'edeon Pixmep»

Micue snaxonxenns: H-1103 Budapest, Giémréi at 19-21., Yropumna - Tlowrrose sianinenus: H-1475 Budapest 10, P£27., Yropumna

Tenegon: +36 1 431 4000 - Tenedakc: +36 1260 6650 + Enexrponna nowra: posta@richter.hu

Peectpauiiiuuii cyn Bynanewrcsxoro cronnanoro Tpubysany No Cg.01-10-040944 - Inrepuet: www.richter.hu
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Ilepexnan Ha ykpaiHChKY MOBY

I'eneon Pixtep

3acnosanay 1901 poyi
Ne CEPII: T12170B PE3YJIbTATH AHAJII3IB
TECTH BHMOI'M JAHI AHAJI3Y
OINUC: bini abo Maibxe 6ini, kpyrii, ABooNmykI1i TabneTKH, BKPHTI
I1iBKOBOK 060/I0HKO10, 3 rpaBitoBaHHs «G53» 3 oaHOro 60Ky,
inmit 6ik Ge3 rpasiloanns. JliaMerp 61u3bK0 5,5 MM. BifINIOBi1a€
OIHOPITHICTDb He 6inb1ue i 1Bi iHAMBiAYyansHi MacH MOXYTb MaTH BiJXHIEHHS
MACH J1A BiJl cepeAHBOT MacH Ha 6inbu Hixk £10,0%, ane xogHa
OJIMHHLII inauBizyansHa Maca He MOXe MATH BiAXUJICHHS BiJ cepeanboi Macy
O30BAHOI'O JI3: 6inbin Hixk £20,0% Bi/INOBi1ae
IIEHTUDIKALIAHI | Yack yrpumyBaHHs nikiB Aitoumx PEYOBHH Ha XpOMaTorpami
TECTH: BUIIPOGOBYBAHOTO PO3YHHY i Ha XPOMATOrpaMi CTaHAAPTHOTO
Hitoui peqoBHHH: pO34MHY NOBHHHI CNIiBIaJIaTH 32 OHAKOBUX YMOB
Hienorect | xpomatorpadyBaHus. BiANOBifta€
Etuninecrpanion | JIMJI-cniekTp miKiB 3 4acoM yTpUMYBaHHs [ilOYHX PCHOBHH NOBHHEH
MaTH MaKCUMYM TIpH Til camiil 10BXHHI XBHITI, 10 i CTaHmapTHi
cybceranuii. BiANOBizac

Bapsuuk y nniBkoBii
o6onoHi:

Turany niokcun;

(He pyTHHHHH TecT)

ConoM’ sHo-%0BTe 260 noMapaHyeBe 3aGapBIEHHs PO3YHHY

HE PYTUHHHI
TECT

CTOPOHHI 6-a-OH-eTuHinecTpanion: He 6inb1ie 0,50% | <0,05%
JIOMIIIKH: 6-B-OH-eTuxinectpagion: He 6inbie 0,50% | <0,05%
6-KeTo-eTHHINeCTpadion: He 6inbure 0,50% | <0,05%
9,11-muaerinpo-eruninecrpanion He binbine 0,50% | <0,05%
Innmsinyansha neinentndikosana goMilika etuuinectpaiony:
He 6inbure 0,50% | <0,05%
Cyma jomiliok eTuHinectpagiony: He Oinbme 1,00% | <0,05%
Hianomernn-A®!M-ecrpanion: He binbuie 0,20% | <0,05%
IHnmBinyanena neinentudikorana gomiwka aieHorecty:
He b6imbiue 0,20% | <0,05%
CyMa CTOpOHHIX JOMIIIOK JticHOrecTy: He 6insure 0,50% | <0,05%
MIKPOBIOJIOI'TYHA | 3aranbha KinbKicTs aepobis (TAMC): He Ginbme 1000 KYO/r | <10 KYO/r
YUCTOTA: 3aranpHa KinbKicTs Apixaxis i rpubis (TYMC):
(uneperyJsipHe He 6inpwe 100 KYO/r | <10 KYO/r
BHUNPOOYBaHH) Escherichia coli: BigcyTHi (1,0r) | Bignoeimae
KIJILKICHE Hienorecr: 2,000 mr/Tabnerka (1,900-2,100) 2,043 mr/Tabn.
BU3HAYEHHA: 95,0 - 105,0% 102,2%
Etuninecrpagion: 30,0 mxr/Tabnerka (28,5-31,5 mkr) 30,39 Mmxkr/Tabn.
95,0 - 105,0% 101,3%
PO3YHUHEHHA: He mMeHuw 75% (Q) xoxHol Ai1040i pe4OBHHHM PO3HHHAETbCS 3a 30 XB.
Hienorecr: | 102%
Etuninecrpagion: | 101%
OJHOPITHICThH Ilpuiimansre yncno AV <L1 (n = 10) abo
JIO30BAHHUX Tpuniimanehe ancio AV < L1 (n = 30), B Takomy BHIAJKY:
OJIMHULIb: Minimym >(1-12x0,01)M; MakcuMyM<(1+L2x0,01)M, ne
L1=15,0; L2=25,0. Hienorecr: | AV=275
Eruninecrpagion: | AV=2,0

Buchosok: SIxicts npenapary Bianosinae sumoram, 3a3uauenum B HJ[ Ne 5-00677-Q1-00-02

Micue 3Haxomxenns: H-1103 Budapest, Giomrdéi ot 19-21., Yropumna -

cTop. 232

BAT «I'edeon Pixmep»

TIowrrose pinainenns: H-1475 Budapest 10., Pf27., Yropumna

Tenedon: +36 1431 4000 - Tenedakc: +36 1260 6650 + EnexTponna nourra: posta@richter.hu

Peecrpauiiinuii cyn Bynanemrchkoro cronnutoro Tpubysany No Cg.01-10-040944 - InaTepuer: www.richter.hu
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T'BAEOH Puxrtep

Chiwsun i 1 N5 ey

CEPTHOHKAT CEPHHA

Hassanme npoayxuuu: Criyer®
Crpana npoussonurensi: Bexrpus. Crpana-nmnoprep: Vkpauua

Homep perncrpannonnoro ynocrosepenus: UA/12532/01/01
HelicTBRTEIbHO 00; HeccpouHo

Cuna peficTBuna: 2 Mr JHEHOTeCTa W 0,03 M STHHANICTPAIMOna

Jlexapcreennas opma: Tabnerku, NOKpbITHIE MIEHOUHON 050TOUKOMH

Pa3mep B Tun ynaxoska: 21 tabnerka, noxpsitas oGonouxoii, 8 Gnuctepe; no 1 Gnucrepy B ynakoske.
Homep cepun: T12170B . Pazmep ceprn: 9 990 ym,

Hata npoussoncrsaa; 02 2021 Hara ucresenns cpoka rogmoctu: 02 2023

Haspanny, anpeca, Homepa JAmenswii # cepradnxaton GMP peex HOPOA3BOACTBEHHBIX YIACTKOB N YIaCTKOB

KOHTPOJIA KAYeCcTBAa: ’
Hasbaune(n) n agpec(a) Cranuu npoussogcTea Homep aruensun na Homep ceprudurara
npou3BoaUTeAsI(JIeif): NPOA3BOACTBO

OAO «Teneon Puxrep»,  Tommsii s HU-M-RICH OGYEL/9446-6/2019 ¢
H-1103, Bynanewr, NPOU3BOACTBA, YNAKOBKA,

yn. lempeu, " KOHTpOJNb KauecTsa

19-21, Benrpus, H BBIITYCK CEPUH

KommenTapuu: YkasaHHaS Bbillle CEPHA BbITyLIEHA Ha PBIHOK. .

3agBncnue o cepradurannn: Hactosumm YAOCTOBEPHIO, YTO NPUBEAEHHAA BLIIE HHOOPMALHS NOMIMHHAY M
To4Has. 3T4 CepHsl JIEKAPCTBEHHOI'O CPEACTBa Gblna M3l OTOBNENHA, BR/IIOYAN YTNaKOBKY/MapKHPOBKY H KOHTPOME
Ka4ecTBa, Ha YKasaHHOM(bIX) BbiLUE NPOH3BOJCTBEHHOM(bIX) yHacTKe(aX) B FIOFHOM COOTBETCTBHH C TpefoBaHuamu
GMP MecTHOTO peryaupyrommero OpraHa M CrieUHHKALMH, YTBEPIKACHHOR B crpaHe-umnoprepe. [IpoToxons:
TIPOH3BOACTRA, YMAKOBKH W aHANH30B BbUIH NEPECMOTPEHBI H YCTAHOBIEHBI B COOTBETCTBHH C craHzapTaMu GMP
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Ne CEPHM: T12170B

®aitnr 102227_T12170B_721680Y21 002 002.gif

FEAEOH PUXTEP

(hinchmi 7 7077 wry

PE3VYJIETATEI AHAJTH30B

TECTBI TPEBOBAHMA JAHHBIE AHAJIU3A
OITUCAHME: Benuie wiy noutH Genble, Kpyribie ABOSKOBBITYKIIEIE TabneTxH,

HOKPBITEIE IUIeHOYHOM 060nouKoi, ¢ rpaBuposkoit "G53", na

OJIHO# CTOHe: Apyrasd cTopoHa 6e3 rpaBHpoBKH.

JuameTp oxono 5,5 Mm. COOTBETCTBYET
OIIHOPOIHOCTH He 6onee yem n1Be HHAMBANYANBHEIE MacChl MOT'YT OTK/IOHATLCS OT
MACCBI 11 cpenueit Maccel Gonee weM Ha + 10,0%, HO KM ofHa
ETVHHALIBIL: HHAMBHIya/IbHas Macca HE MOXET HMETL OTKIIOHEHHE OT CpenHeii
JO3MPOBAHHOI'O JIC macchi 6onee uem + 20,0% COOTBETCTBYeT
HWIEHTUOHKAITMOH-
HBIE TECTHI:
[elicrayiowmne sewecta: BpemeHa yepXHBAHMS THKOB AeHCTBYIOIMX BELIECTB HA

JlieHorecT XpoMaTorpamMme MCBITYEMOro PacTBOPa M Ha XPOMATOrpaMme ,
OTHHWASCTPAAHON CTAHHAPTHOrO PaCTBOPa AOKHbI COBIAAAT MPH OAHHAKUBLIX

YCJIOBHAX XpoMaTorpadHpoBaHHS, COOTBETCTBYET

JIMJ1-cniexTp mMMKOB CO BpeMEHeM YUEPKUBAHUs NeHCTBYIOLIHX

BELLECTB NOKA3LIBAET MAKCHMYM PH TOM XKe JUIMHE BOMHAL, Y4TO H

CTaHaapTHble CYOGCTaHLMH. COOTBETCTBYET

Kpacurens B ruieHOuHOK
obonouxke:

Turana anokcun:

(He pyTHHHBIM TecT)
ITOCTOPOHHHE
TMPUMECH:

MHWKPOBHOJIOI' K-
YECKAS YHUCTOTA:

(HeperynapHoe WCThITAHME)

KOJIMYECTBEHHOE
OITPEAEJIEHME:

13
PACTBOPEHHE:

OHOPOJHOCTh
JO3HPOBAHHBIX
EJIMHHULL:

‘

ConoMenno-xenTblif WK OpaHkeBslii UBET pacTBOpa

6-0-OH-3THHHIICTPROMOIN: He 6onee 0,50%
6-B-OH-aTuHMAdCTPanHON: He Gonee 0,50%
6-KETO-3THHIII3CTPANKOIL: He Gonee 0,50%
9,11-nMACTHOPO3THHHNACTPAANON: He Gonee 0,50%

HuavBamyansnas HEM3BECTHAS [IPUMECE ITHHWISCTPAAHOIA;
He Gonee 0,50%
CymMa npumeceii STHRUIICTPAAKONA: He 6onee 1,00%
Huanomerun-A® .acrpanuon: He Gonee 0,20%
HHnuBuayansHas HEH3BECTHAR IPHMECH [IMEHOrECTa:
He 6osee 0,20%
Cymma nocToposHHX npumeceil nuedorecta: He Gonee 0,50%
O61ee komyecTso aspobos (TAMC): ne 6onee 1000 KOE/r
O61ee uncno Aposokeit u rpubos (TYMC): re Gonee 100 KOE/r
Escherichia coli: He nomyckaerca (1,0 r)
HneHorect: 2,000 mr /rabnerxa (1,900 — 2,100 mr)
95,0 — 105,0% or 3asBiIeHHOro KOAMUECTBa
Srununacrpamuon: 30,0 Mir/TaGrerka (28,5 - 31,5 mxr)
95,0 — 105,0% oT 389BMEHHOTO KONHUYECTBA
He menee 75% (Q) kaxaoro feHcTsyiollero seiecTsa
pacrsopsercs 3a 30 MHHYT.

IIpuemounoe 3nauenune (AV) < L1 (n = 10) wm
Ipuemounoe suauenue (AV) < L1 (n = 30), B 37oM cryuae:

MHHHMYM 2 (1 — L2 x 0,01)M; makcunmym < (1 + L2 x 0,01)M,
roe L1=15,0; L2=25,0. I

Huerorecr:
STHHWUN3CTPAAKON:

Huenorecr;
OTHHUNICTpanHON:

HE PYTHHHBIM TECT

<0,05%
<0,05%
<0,05%
<0,05%

<0,05%
<0,05%
<0,05%

< 0,05%

<0,05%
<10KOE/r "~
<10 KOE/r )
COOTBETCTBYET
2,043 mr/Tabn.
102,2%

30,39 mxr/tabn,
101,3%

102%
101%

/

AV=25
AV=20

3axaiouenne: KauecTso npenapata cooreercryer Tpe6osanusm, ykasaHubiM 8 HJ Ne 5-00677-Q1-00-02 o—— f

- Mecrouaxoxacuuc: H-1103 Budapest. Gydmréi it
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JAEPXJIIKCIIYXXBA
AEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIBCBKIU OBJIACTI

npocnekt Banepis Jlo6anoscskoro, 51, m. Kuis, 03110, ten/akc: (044) 363-06-50
E-mail: dIs ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JJPIIOY 37078774

BHUCHOBOK
Mpo SIKiCTh BBE3€HOI0 B YKpaiHy JlikapchbKoro 3aco0y

18.05.2021 Ne 25093/21/10

CIWIYET®

(HaliMeHyBaHHA JiKapCLKOro 3aco6y 3rifHO 3 PeecTpauifHuM MoCBiA4EHHM)
Ta0JIeTKH, BKPHTI ILTIBKOBOIO 060,10HK010, 110 21 TaéseTni B Oaicrepi; mo 1 GJicrepy pasom i3
KapTOHHUM (yTiasipom s 36epiranns 6JicTepa B maumi

(dopma BunycKy, K03yBaHHS, BUJ NAKyBaHHS NiKapchEKOro 3acoby)

Howmep peectpaniiinoro nocsizaenns UA/12532/01/01 crpox nii peectpanitinoro nocsizaenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne T12170B Kinbkicts BBe3eHOrO Mtikapcbkoro 3aco6y 2000
Bupo6Huk BAT "T'eneon Pixtep", Yropuuna
(HaliMenyBaHHs BUPOGHHKA JiKapchkoTo 3ac00y, KpaiHa MOXOMKEeHHNA)
BeeseHo B YkpaiHy CrisibHe yKpaiHChK0-eCTOHChKE MiNIPHEMCTBO y dopmi ToBapucTBa
3 00MEeKEHOI0 BinoBigaIbHicTIO "Onrima-®apm, JIT/T", inenr. xon:
21642228

(nafimMenyBauns Ta kox 3a CJIPIIOY ropumuuHoi 0cobu a6o Tpi3BHing, iM's, no 6aTekoBi BizuaHOT
0cobu - mianpueMuy, ii Micue NpoxuBaHHs T2 peectpauiitiuit Homep 06:1ik0BOY kapTkK MIaTHHKA
nonarkis abo cepis Ta Homep nacnopra)

Iporokon BisyansHoro koutpomo Bix 11.05.2021 Ne 1494/19.

3a pesynbTaTaMu JEPXKABHOrO KOHTPOMIO BCTAHOBNEHO, IO miKkapcobkuii  3aci6 BBeseno B Vkpainy 3

AOTPHMAHHSAM BHMor 3aKOHOIABCTBA LI0/0 3a6e3MeueHH AKOCTI JTIKAPCBKUX 32C06iB.

\& ™ Ouexeiti CONOMPAI

3acTynuuk HagansarKa Ciryxou K
(nocagosa o¢o6a oprady nepkasHOTO KOHTPOJIIO) Mﬂ\ﬂﬁc) (ininianu Ta npissuue)
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