Appeca 02093, M. Kuis, Byn. bopucninbcbka, 13

Ten. /Qakc: (+38044)566-68-78 MpuitmanbHa
(+38044)207-73-41 Biggin koHTpono AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73~27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

[l

Ceptudikat akocti / Ceprudikar aHanizy N2 170000016134

1. HaliMmeHyBaHHA npoayKuii:

(Ha3Ba, cuna pii/akTUBHICTb, Nikapcbka popma Ta

po3Mmip ynakoBky (ifeHTUYHO [0 TeKCTy Ha
YNaKoBL|i roToBol MPOAYKLT))

2. Homep cepil:
3. Po3mip cepii:

4. KpaiHa-Bupo6HuK:

5. HaiimeHyBaHHs KpaiHu / KpaiH npusHayeHHA

AnA cepii:

6. Homep peecTpauiliHoro nocBig4eHHsA:

7. Bata Bupo6HuLTBa:

8. JlaTa 3akiHYeHHA TepMiHy npupaTHoCcTi

TOHOPMA®

M

1 Tabnevka MicTuTb: ateHonony 100 mr, xnopTanigoHy 25 mr, Hibeauniny 10

TabrneTku, BKpUTi 060n0HKo Mo 10 TabneTok y KOHTYpPHIl YapyHKOBI
YNakoBLi; Mo 3 KOHTYPHI YapyHKOBI YNaKoBKK B Naulli 3 MapKyBaHHAM

YKpaiHCbKO MOBOIO
HR10125

25,937 YN

YKpaiHa

YkpaiHa

UA/0516/01/01

01.2025
01.2027

{micaub i pik, micns akoro J13 He 3aCTOCOBYETbCA).

9. Hasea, agpeca Ta HoMepwu niueHsil BCix
AiNbHULb BUPOOGHUUTEA | KOHTPONIO AKOCTI;

Ceptudikaru signosigHocti GMP Bcix
RiNbHULDL:

10. AHanis BUKOHaHMIA 3rigHo:

PesynbTaTu aHanisy:

dipma  «[apHuua»  3a
13; niueHsia AB Ne598086;

«®apmaueBTNUHa
BopucninbcbKa,

BUPOBNEHOD, BKAIOYAlOUM YNakoBKY/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
agpecoto:
CBilOUTBO rMpo aTecTauiro

m  Kuis, Byn.

na6oparopii BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MK$ 13 po peectpauiittoro noceiguenHs NeUA/0516/01/01 sin 07.11.2018

Ne2032, 3i 3amiHamu

Ne n.n. HalimeHyBaHHA NoKasHUKa Bumoru HopMmaTVBHOI fOKyMeHTaLil PezynbTaT aHanisy
1 Onuc Tabnetku, BKPUTI 0H0NOHKOID, XKOBTO-0PaHXEBOro KONbopy, Bignosigae
KpYrioi bopmu 3 ABOOMYKIO0 MOBEPXHEIO, 3 PUCKOD, Ha NOBEPXHI
[OMNYCKaloTbCs BKparieHHA 6inoro Konbopy
2 lnenTudikavia A Ha xpomatorpami Bunpo6osyBaHoro posuuHy (b), oTpumanin y Binnosinae
po3zgini "KinbKicHe BU3HAaUeHHA", Yack YTPUMaHHA Nikis ateHonony,
HibeauniHy Ta XNopTanifoHy MaloTb 36iraTucs 3 Yacamu yTpUMaHHA
nikis ateHonony, HibeauniHy Ta xnopTanigoHy, BiANOBIAHO, Ha
XPOMaTOrpami PO3UMHY NOPIBHAHHA, OTPVUMAHIN Y TOMY X po3aini
3 Po3nafianHa He 6inble 30 x8 10 xB.
4 CynposifHi nomiwkw: ateHonony i Bic-edipy - He Binbuwe 0,25 % 0,02 %
XnopTanigoHy
5 CynpoBigHi fomiwky: aTeHonony i TpeTuHHOro amiHy - He Ginblwe 0,25 % 0,05 %
XnopTanigoHy
6 Cynpogigni omiluki: aTeHonony i Briokytouoi Kucnoty - He 6inbwe 0,5 % 0,0 %
xnopTamp,OHyo WU g
7 Cynpoqmm [OMIWKN: af%,vonony i 2-(4-xnopo-3-cynbdamoinbeHsoin) 6eH30MHOT KNCIOTY - He Binblue 0%
xnopTa“mAOHy 2%
8 Cynbomm%“u(b;nﬁl&m%cbe,qmn|Hy Lomiwku A Higeauniny - He Ginbiue 1,0 % 0,0%
KoaHa
9 Cyrposiani AoMILG Gidepuniny  Lomiwku B Hideaunity - He inbwe 0,5 % 0,0 %
<. SOPnoOY/ANH 2
10 PossnyeHHﬁ?ﬁM?i&}éﬁvﬁrﬁH ~ Bignosigae sumoram ADY, 2.9.3 npu Q=75 % 3a 45 x8 Bignosigae
/;?'f);q «»Q“e‘o
Cang y @t
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Mponoexenns Ceprudikar skocti / Ceprudixar ananisy Ne 170000016134 m ‘“ImI”"|I”lmll""”"”l”" “'m

Po3umHeHHA, ATeHonon

PosumHenHs. XnopTanigoH

OpHOPIAHICTL A030BaHMX OAUHWLD.
Hideaunin
OpHOpPIAHICTH A030BaHUX OAVHULLb.
ATeHonon

OpHopIAHICTb AO30BaHUX OAUHUUD.
XnopTanigox
Mikpob6ionoriuHa uncrota

KinbKicHe BU3HaueHHA. ATeHonon
KinbKicHe BM3HaueHHA. XnopTanifoH
KinbkicHe Bu3HauyeHHs. Hideauniu
Ynakoeka

MapKyBaHHA

Bignosigae Bumoram J0OY, 2.9.3 npu Q=80 % 3a 45 x8

Bignosinae sumoram AdY, 2.9.3 npu Q=70 % 3a 45 x8
MpuiimansHe yucno AV < 15,0 %

MpuiimansHe uncno AV < 15,0 %

MNpuiimanbHe yucno AV < 15,0 %

Kputepil NpuitHATHOCTI: 3aranbHe UnMcno aepobrHux

MikpoopraHiamis He 6inblwe 103 KYO/r. 3aranbHe uucno
APIKIKOBUX | NniceHeBux rpoubis He binbiwe 102 KYO/r. BincyTHictb

Escherichiacolis 1 r

He meHwe 95,0 mr i He 6inbwe 105,0 mr y TabneTuy
He meHuwe 23,75 Mr i He 6inblwe 26,25 mr y TabneTui
He meHwe 9,5 mr i He Ginbwe 10,5 mr y Tabnetui

BignosigHo oo MKA N3

BignogigHoO fo 3aTBEpAXEHOro TEKCTY MapKyBaHHA

Bignosinae
Bianosinae
Binnoginae
Binnosifae
Bignosigae

Bignoginae

96,2 mr/tab
23,80 mr/tab
9,6 mr/Tab
Binnosinae

Binnosinae

11. KomeHrapi:

12. YmoBu 36epiraHHs:

13. 3asBa npo cepTudikauito:

bes KomeHTapis

niTen micui.

B opuriHanbHiit ynakoBui npu Temnepatypi He Bule 25°C. 36epiraTi B HeflocTynHoMy Ans

Uum nigreepaxyio, Wo BCi BUpo6HUYI cTagil AnAa uiel cepil roToeoi npogyKuii 6ynu nposeaeHi

B MOBHil BIAMNOBIAHOCTI 3 BUMOramu, BCTaHOBNEHUMU B YNHHOMY KepisHuUTBi no GMP,
3aTBepAKeHoMy MiHICTEpCTBOM OXOPOHU 3[0POB’s YKpaiHu, | 3 BUMOramMn peecTpauinHoro
[OCbE KpalHyt MNpusHayeHHs

Cepia fo3BoneHa fo peanisauii / BigBaHTaxeHHa 3 24.02.2025

Nib: Kopotkoea O.7.

Mocapa: YnosHoBaXeHa ocoba

3aTBepgxKyHo

Mignucano enekTpoHHum nignucom: 24.02.2025 08:39
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[NokymeHT nignucawo y cepsici BuacHo (mouaTok)
00481212_20250224_Certificate_170000016134.pdf
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JlokymeHT nignucaHo y cepsici BuacHo (NpofoBeHHs)
00481212_20250224_Certificate_170000016134.pdf

Homep fokymeHTy: 170000016134
LokyMeHT BignpasneHo: 08:42 24.02.2025

BignpaBHUK AOKYMEHTY

EneKkTpoHHUiA nignuc

08:42 24.02.2025

ePMOY/INH: 00481212

lOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUHHA OIPMA [IAPHWLA
CTapLunii iHcneKTop-ynoBHoBaXkeHa ocoba: KopoTkosa Okcara eopriisHa

Yac nepesipku KEMN/ELT: 08:42 24.02.2025

Cratyc nepesipku cepTudikarty: CepTudikar aie

CepiitHuit Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanidikopaHni

Tun ceptudikaTty: kBanipikosaHun



Agpeca 02093, m. Kuis, Byn. bBopucninbcbka, 13
) - ; ~ Ten./Qakc: (+38044)566-68-78 MNpuitmanoHa l l H l I l ) l
) . (+38044)207-73~41 Bigain KOHTPOMO AKOCT
o (+38044)207-73-04 YnosHoBaxeHa 0coba 3 AKOCT

(+38044)207-73-27 YnosHoBaXeHa ocoba 3 dapmakoHarnsgy

CepTtudikar akocri / Ceptudikar aHanisy Ne 170000020835

1. HalimeHyBaHHs npoAyKuLii: TOHOPMA®

(Ha3Ba, cuna Aii/akTUBHICTD, Nikapcbka popma Ta 1 TabneTka micTuTe: ateronony 100 mr, xnoprtanigoHy 25 mr, Hideaunidy 10

PO3MIp yraKkoBky (ilEHTUYHO [0 TEKCTY Ha Mr;

ynakoBLi roToBoi npogykLii)) Tabnetkn, BKpUTi o6onoHKoto 1o 10 TabneTok y KOHTYpPHIl YapyHKOBI
ynakosui; No 3 KOHTYPHI YapyHKOBI YNakoBKW B MaYli 3 MapKyBaHHAM
YKpaiHCbKO MOBOO

2, Homep cepii: HR80525
3. Po3mip cepit: 26,056 TYI
4, KpaiHa-Bupo6HuK: YKkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH Npu3HaYeHHA YKpaiHa

AnA cepii:

6. Homep peecrpauiliHoro nocsigyeHHs: UA/0516/01/01

7. lata BUpOOGHNUTBA: 05.2025

8. [lata 3akiHuUeHHs TepMiHy NnpuaaTHoOCTI 05.2027

(micaub i pik, nicna akoro J13 He 3acTocoByeTbCA):

9. HasBa, agpeca Ta Homepw niLeH3il Bcix BUPOGREHO, BKNOUAOUM YNakoBKY/MapKyBaHHS Ta KOHTPONb akocTi Ha MpAT
RiNbHUUDL BUPOBHMLTBA | KOHTPOJIO AKOCTI; «QapmaLesTiHa  dipMa  «[apHuua»  3a  agpecow. M Kuis, Byn.
Ceprtudikartu BignoeigHocri GMP Bcix Bopucninbcbka, 13; niyeHsia AB N°598086; ceigoutso npo arecrauiwo
AiNbHULb: nabopatopin BKA Ne 128; ceptudpikar GMP Ne 072/2023/GMP

10. AHaniz BUKOHaHUiA 3rigHo: MKA J13 go peecrpauiiitoro noceigyenta NeUA/0516/01/01 sig 07.11.2018

Ne2032, 3i 3miHamu

PesynbtaTtu aHanisy:

N2 n.n.  HalfiMeHyBaHHs nokasHuka Bumoru HopmaTuBHOI fOKyMeHTauil PesynbraTt aHanisy

1 Onuc Tabnerku, BKpUTI 060NOHKOI0, XKOBTO-0PAHXKEBOTO KONLOPY, Bignosigae
Kpyrnoi ¢opmMn 3 ABOONYKIO0 NOBEPXHEID, 3 PUCKOIO, Ha MOBEPXHI
l0NYyCKaloTbCA BKpannexHs 6inoro konbopy

2 lneHTudikauia A Ha xpomaTtorpami sunpo6osysaHoro posuuHy (b), otpumanin y Bianoeipnae
pospini "KinbkicHe BU3HaueHHA", yacu yTpuMaHHs nikis ateHonony,

Hipeauniny Ta xsopTanigoHy maioTb 36iraTucsa 3 Yacamu YyTpUMaHHs
nikis ateHonony, Hidpeguniny Ta xnopranigoHy, BignosiaHo, Ha
XpomaTtorpami po3unHy NopiBHAHHA, OTPUMaHI y TOMY XK po3gaini

3 PosnagaHHs He 6inbwe 30 x8 10 xa.

4 CynposigHi gomiwkun: ateHonony i bic-edipy - He Ginblwe 0,25 % 0,00 %
XnopranifgoHy

5 CynposigHi gomiwKkn: ateronony i TpeTuHHOro aminy - He binsue 0,25 % 0,03 %
XNopTanigoHy

6 CynposifiHi foMilLKK: aTeHonony i Bnokytouol kucnotu - He Ginbuwe 0,5 % 0,0 %
XNIOPTaNiAOHY,, <<

7 Cynpog{im‘i’i AOMIWKM: atcuonony i 2-(4-xnopo-3-cynbhamoinbensoin) GeH30mHOI Kot - He Ginbiwe 0 %

2%

8 ibequminy Jomiwkmn A Hibeguniny - He Ginbwe 1,0 % 0,3 %
9 eavnivy  [omiwkn B Hideannivy - He 6invwe 0,5 % 0.1%
10 Bignosigae sumoram AOY, 2.9.3 npu Q=75 % 3a 45 x8 Bignosinae
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MpoposxenHa Ceprudikar akocti / Ceprudikar aHanisy N 170000020835 m ]l""'I”ll(I”I”I"I“I"””lII'I””“

Po3unHeHHA. ATeHonon
PosunHeHHs. XnopTanifoH
OnHOPIgHICTb AO30BaHUX OAUHULb.
Hideaunin

OnHopifHICTL JO30BaHUX OAUHNLb.

Atexonon

OpaHopigHicTb A030BaHNX OAUHUUb.
XnopTanigoH
MikpobionoriuyHa uncrora

KinbkicHe Bu3HayeHHA., ATeHONoN
KinbkicHe BU3HaueHHA. XnopTaninoH
KinbkicHe BU3HaueHHs, Hijegunid
Ynakoska

MapkyBaHH#

Binnosigae sumoram A®Y, 2.9.3 npu Q=80 % 3a 45 x8
Bignosigae sumoram A0Y, 2.9.3 npu Q=70 % 3a 45 x8
MNpuitmansHe yucno AV < 15,0 %

MpuitmansHe uncno AV < 15,0 %

MpuitmansHe uncno AV < 15,0 %

KpuTepil ApUAHATHOCTI: 3aranbHe Yyucno aepobHux
mikpoopranismis He 6inbise 103 KYO/r, 3aransre uucno
APPKAKOBUX | NniceHesux rpubis He Ginbie 102 KYO/r. BiacyTicTb
Escherichia colis 1 ¢

He meHuwe 95,0 mr i He 6inbwe 105,0 mr y Tabnetui

He meHwe 23,75 mr i He Ginbwe 26,25 mr y TabneTui
He meHwe 9,5 mr i He Ginbwe 10,5 mry Tabnetuyi

BipnosigHo go MKA N3

BinnoBiAHO 4O 3aTBEPHKEHOTO TEKCTY MapKyBaHHA

Bignosifae
Bigrnosinae
Bianosinae
Bignosigae
Bignosigae

Bianosinae *

98,0 mr/rab
24,70 mr/tab
10,0 mr/Tab
Bianosigae

Bignosinae

11. KomenTapi:

12. Ymoeu 36epiraHHa:

13. 3asaBa npo cepTudikauiro:

*epioauuHicTb KoHTpoNto B KoxHi 10 cepil

niten micui.

B opurinanbHilil ynakoBui npu Temnepatypi He sulle 25°C. 36epirati B HeJOCTYMHOMY Ans

Lium nigTBepaXyto, o BCi BUPoObHyui cTagil Ans uiei cepii roToBoT Npogykuil bynu nposefeHi

B NOBHIll BIANOBIGHOCTI 3 BUMOramu, BCTAHOBAEHUMU B YMHHOMY KEPIBHULTBI MO GMP,
3aTBepAXKeHoMy MiHICTepCTBOM OXOPOHU 300PpOB'A YKpaiHu, | 3 BUMOramn peecTpauinHoro
[OCbE KPalHW NpU3HaYeHHs

Cepin fo3BoneHa o peanisauii / BigBaHTaXKeHHA 3 22.05.2025

Ni6: Kopotkosa O.[.

Mocapa: YnosHoBaxeHa ocoba

3aTBepaxylo

Mipnucano enekTpoHHum nignucom: 22.05.2025  14:56

NokymeHT nignucato y cepsici BuacHo (novaTok)
00481212_20250522_Certificate_170000020835.pdf
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JloKyMeHT nignucaHo y cepgici BuacHo (npoaoBXeHHn)
00481212_20250522_Certificate_170000020835.pdf
Homep nokymeHTy: 170000020835

LokymeHT BignpasneHo: 14:59 22.05.2025

BignpaBHUK JOKYMEHTY

EnexkTpoHHMIA nignuc

14:59 22.05.2025

€LPIOY/IMH: 00481212

I0p. HasBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHUUA
cTapluui iHcnekTop-yroBHOBaXkeHa oco6a: KopoTkosa OkcaHa MeoprilgHa

Yac nepesipku KEMN/ELM: 14:59 22.05.2025

CraTtyc nepeBipku ceptudikaty: CepTudikar aie

CepiltHuit Homep: 2DBD5940D955E12A040000009715000080320000

Tun nignucy: kanigikoBaHuit

Tun cepTudikaTy: KBanigikosaHun





http://www.tcpdf.org

