Agpeca 02093, m. Kwis, Byn. bopucninecbka, 13

Ten. /Qakc: (+38044)566-68~-78 lNpuimManbHa ‘H ll'llll“ “
) 7000

(+38044)207~73-2"1 YnosHoBaxeHa ocoba 3 $apmakoHarnsgy

(+38044)207-73~41 Bipain KOHTPONKO AKOCTI
(+38044)207-73-04 YnoBHOBaxeHa ocoba 3 AkocTi

il

Ceptudikat akocti / Ceprudikart ananizy N2 170000010752

1. HalimeHyBaHHA NpoayKuil:

(Ha3Ba, cuna Jii/akTUBHICTb, Nikapcbka Gopma Ta
pO3Mip ynakoBKW (IAEHTUYHO [0 TEKCTY Ha
yNaKoBLyi roTosoi NPOAYKLil))

2. Homep cepii:
3. Posmip cepii:
4, KpaiHa-BUpoOGHUK:

5. HalimeHyBaHHs KpaiHu [ KpaiH Npr3HaYeHHA
Ans cepit:

6. Homep peecTpauifiHoro nocsigveHHs:

7. Dara Bupo6HuyTBa:
8. [laTa 3aKiHuUeHH#s TepMiHY NpUAATHOCTI
(micaup i pik, nicna akoro J13 He 3aCTOCOBYETHCAY):

9. HasBa, anpeca Ta HomepWw NliLeH3in BCiX
AinbHULB BUPO6HUUTBA | KOHTPOMIO AKOCTI;
Ceptudikarn signosigHocti GMP Bcix
AinbHUUDb:

10. AHaniz BUKOHaHWIA 3rigHo:

Pesynbvartu aHanisy:

MPEAHI3ONOH-AAPHULA

1 TabneTka MICTUTb NpefHi3onoHy 5 mr,

TabneTkn nNo 5 mr; no 10 TabneToK y KOHTYpPHI YapyHKoBil ynakosui, no 4
KOHTYPHi 4apyHKOBI yNakoBKM B Nayui 3 MapKyBaHHAM YKPATHCBKOIO MOBOK

HB50924
98,024 TYN
YKpaiHa

YKpaiHa
UA/2587/02/01

09.2024
09.2027

I

BUPOBAEHO, BKNIOUYAYMN YNaKORKY/MapKyBaHHs Ta KOHTPOMD sikocTi Ha [pAT

«®apmaueBtuuHa  dipma  «[lapHuua» - 3a  agpecotl M Kuig, By”n.
Bopucninbcbka, 13; nitjensia AB Ne598086; csinoutso npo atecTauiv
na6opatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MKS N3 go peecTpauiiHoro nOCBifveHHs NeUA/2587/02/01 sig 12.04.2017
Ne 424, 3i amiHaMmn

N¢ n.n.  HanmeHyBaHHS NOKa3zHUKa Bumorn HopmaTMBHOT AOKyMeHTauii PesynbTar aHanisy
1 Onuc TabreTkn GINOro KOMbOPY, NAOCKOUMNIHAPUYHOT Gopmin 3 packolo  Bignosinae
2 lpeHTudikauia A Y®O-cnekTp NOrnMHaHHA BUNPOOOBYBAHOFO PO3UKHY B obnacti Bi Bianosinae

220 HM A0 350 HM NOBUHEH MaTY MaKCUMyM 33 JOBXUHN XBUAI
243,5£2 um
3 laeHTndikauia B Ha xpomaTorpami BUNpoGoByBaHOro pO3uMHY, OAepKaHii & po3fini Bianosigae
"CynpoBigHi AoMilKK", yac yTpuMyBaHHA Mika NpeaHi3oNoHY Mae
BIANOBIAATY Yacy YTPUMYBaHHA Nika MPefHi30NoHy Ha
XpOMaTorpami po3unHy nopisHAHKA (D)

4 OpHopiaHicTb 4O30BaHUX oAvHULL  Bignosigae sumoram NOY, 2.9.40. NpuimansHe Yncno Bianosinae
AV < 15,0 %

5 PosnaganHs He 6inbiue 15 x8 1 x8.

6 CynpoBiaHi AOMILLIKK Bynb-AKol Aomilku - He Binbwe 1,0 % Bianosinae

7 CynposiaHi AoMmilLKK Cyma omitiok - He Ginbule 3.0 % 0.0 %

8 PozunHeHHA Bignosigae sumoram OY, 2.9.3 npu Q=75 % 3a 45 x8 Bianosipae
(BT 7,

9 MiquQiéﬁoriuHa uncToTd KpuTepii NpuitHATHOCTI: 3aranbHe 4ucno aepobHnx Bignosigae *

mikpoopratizmis - 10% KYO/r. 3aranbHe uncno APDKIKOBUX i

nniceHesux rpunbis - 102 KYO/r. BigcyTHicTb Escherichia colis 1t

10 He menwe 4,8 mr i He Ginbiue 5,2 Mr NPeAHI30noHy 8 Tabnetuy, v 4.9 mritab
rnepepaxyHKy Ha cepefiHio macy Tabnetkn
11 BinnosiaHo go MKA 113 Bipnosifac
12 Mapxy'ijaﬁHﬂ . >0 BianoBigHO [0 33TBEPAMKEHOIO TEKCTY MapKyBaHHA Biunoeinae
A 30l
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Mpogosxenns Ceprudikar skocti / Ceprudikar ananisy Ne 170000010752 IH ll"m"“N”I”IHI”“"IIIHHH!I m

11. KomeHTapi: * MNepioauuHicTt KonTponio & koxwiin 10 cepii
12. YmoBu 36epirasHa; B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25°C. 36epirati B HEAOCTYNTHOMY ANA
niven micyi.

13. 3asnBa npo cepTudikauito: Lum nigTeepaxyto, Wo BC BUpPOBHUYI cTagli Ans uiel cepii roTosoi npoAykuii 6ynn nposegeHi
B MOBHI BiANOBIAHOCTI 3 BUMOramu, BCTAHOBNIEHUMI B YNHHOMY KepistnyTei no GMP,
3aTBEPPKEHOMY MIHICTEPCTBOM OXOPOHU 3[0POB's YKpaiHu, i 3 BUMorami PECCTPARINHOLO
[OCbE KpaiHW Npu3HaYveHHs

Cepin no3BONEHa A0 peanizaiii / BiABaHTaXKeHHA 3 30.09.2024

3aTBepAXyo

NIb: KopoTkosa O.F.

Mocaga: YnoBHoBaxeHa ocoba

Mignucaro enekTpoHHum mianucom: 30.09.2024  16:12

[lokymeHT nignucaHo y cepgici Buacro (novatok)
00481212_20240930_Certificate_170000010752 pdf

C1op. 232



JloKyMeHT niinucato y cepeici BuacHo (ripogoBKeHHs)
00481212_20240930_Certificate_170000010752.pdf

Homep nokymenTy: 170000010752

JlokymMeHT BignpasneHo: 16:15 30.09.2024

BnacHuK LOKYMEHTY

EneKTpoHHUIA nignuc

16:15 30.09.2024

€NPNOY/INH: 00481212

tOp. Hasga: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA OIPMA [IAPHNLIA
cTapLunit iHcnexTop-ynosHosaxeHa ocoba: KopoTkosa OKcaHa leopriisHa

Yac nepesipku KEM/ELM: 16:15 30.09.2024

Cratyc nepesipku cepTudikaty: CepTudikar gie

CepiliHuit HoMep: 32BA6ADAS780FF45040000009715000005D010100

Tun nignucy: KeanigikosaHui



Appeca 02093, m. Kuig, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68~78 flpuitmanbHa
(+38044)207-73-41 Biagin KOHTpOMO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocCTi

(+38044) 207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnapy

Ceptuikar akocti / Ceprudikar aHanisy Ne 170000014859

1. HalimeHyBaHHA npoayKuii: MPEAHI3ONOH-AAPHNLA

(na3Ba, cuna AiilakTUBHICTb, NikapcbKa dopmata 1 Tabnerka mMicTUTH npeaHi30noHy 5 Mr;

pO3MIp YNakoBKU (iAeHTUUHO O TEKCTY Ha TabneTky no 5 mr; no 10 TabneTok y KOHTYpPHIN YapyHKOBIl1 yrakosLi; 1o 4
ynakosLi roTosol npoaykuii)) KOHTYPHi YapyHKOBI yNakoBku B nayii 3 MapKyBaHHAM YKPaiHCbKOK MOBOKO
2. Homep cepii: HB61124

3. Poamip cepii: 23,389 TYI

4, KpaiHa-BUPOOHUK: YkpaiHa

5. HalimeHyBaHHs KpaiHu / KpaiH npusHayeHHA YKkpaiHa

Ana cepil:

6. Homep peccrpauiiiHoro nocsigueHHs: UA/2587/02/01

7. Dara BUpoGHMLTBA: 11.2024

8. lata 3aKiH4eHHs TePMiHY NpuaaTHOCTI 11.2027

(micaup i pik, nicns akoro J13 He 3aCTOCOBYETHCA):

9. Ha3Ba, afipeca Ta Homepu nileHsin scix BUpPOGNeHo, BKIOUaUN yNakoBKy/MapKyBaHHsA Ta KOHTPOJIb akocti Ha MpAT
AiNbHULL BUPOBHNLTBA | KOHTPOJIO AKOCT; «DapmauesTuHa  Qipma  «[apHuua» 3a ajpecol. M Kuis, sByn.
Ceptudikatu signosigHocti GMP Bcix Bopucninbebka, 13; niuensia AB Ne598086: csigoutso npo aTecralito
AinbHUYb: na6oparopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

10. AHanis BUKOHaHWI 3rigHoO: MKA 13 no peecrpaluiiHoro nocsigyeHHA NeUA/2587/02/01 sig 12.04.2017

Ne 424, 3i 3miHamu

PesynbTaTu aHanisy:

Ne n.n. HalimeHyBaHHSA NOKasHUKa BuMoru HopMaTMBHOI JOKYMeHTauil PesynbTat aHanisy
1 Onuc TabneTku biNoro KONbOpPY, MNAOCKOLMTIHAPUYHOT dopmn 3 dpackoo  Bignosigae
2 laenTudikauis A Yd-CrieKTp NOFAMHaHHA BUNPOBOBYBaHOTO Po3UlHy B obnacti sif ~ Bignosifae
220 um po 350 HM NOBUHEH MATW MaKCUMYM 3a LOBXUHW XBUA
243,52 HM
3 InenTudikauia B Ha xpomaTtorpami BUnpo6osyBaHoro posiuHy, opepxaHin B posaini  Bignosinae

"CynpoBiaHi AOMILLKW", Yac yTPUMYBaHHA Mika NpegHiscNoHy Mae
BiAMOBIAATU YaCy YTPUMYBaHHA Nika NPEAHI30NOHY Ha
Xpomartorpami po3unHy NopiBHAHHA (b)

4 OpHopiaHICTL 030BaHKX OAUHUUL  Bianosifae Bumoram Aoy, 2.9.40. NpuimansHe Yucno Bignoeigae
AV < 15,0 %
5 PosnagaHHA He 6inbuie 15 x8 2 xB.
6 CynpoBigHi fomilKy Bygab-aKol LOMILWKNY - He Ginswe 1,0 % Bignoginae
7 CynpoBigHi AOMILIKN Cyma [omiwok - He 6inbwe 3,0 % 0,0 %
8 Po3unHeHHs Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB Bignosinae
L.ﬂg@””"fﬁ P
9 MiKpO@&ﬁoriuHa umcm"fé’f/};\ Kpwtepii NPUAHATHOCTI: 3aranbHe Yncno aepobHuX Bignosigae *
- i« o MikpoopraHismia - 103 KYO/r. 3aranbHe UMCio ApIKMKOBUX i
g ey g o ] “ P . o . N z -
> <Q$"“”“”"3_B“i . nniceHesmx rpubis - 102 KYO/r. BincyTwicts Escherichia colis 1
10 KinbkicHe smgﬁﬁi‘léﬁﬁ% - He meHwe 4,8 mr i He 6inblue 5,2 MF NPeAHi30NIoHY B Tabnetui, y 4,8 mriTad
p ¥" goprugha s nepepaxyHKy Ha CepedHio Macy Tabnetku
11 yna;rgoexKax{#'*r;jlr"fi YN BianosigHo ao MKA /13 Bianosinae
- 00481212 B
12 MapKyﬁa;ilHﬂ @“‘h{} BignosigHO [0 3aTBEPKEHOTO TEKCTY MaPKyBaHHA Bignosifae
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Mpoposxenns Ceptudikar axocti / Ceprudikar aHanizy Ne 170000014859 IH mlm"ll”I”l”|”"|“I'”I‘Ml””H

11. KomeHTapi: *MNepioguuHicTb KOHTPONIO B KOXHIN 10 cepii
12. YmoBu 36epiraHHs: B opuriHanbHil ynakoBui npu Temnepatypi He sulle 25°C. 36epiraTti B HefocTynHomy Ans
aiTen micui.

13. 3asaBa npo ceptudikauiro: Lum MIATBEPAXYIO, WO BC BUPOBHWYI CTagii Ana uiei cepil rotosoi npoaykuii 6ynu nposeaeHi
B MOBHIlt BIfNOBIGHOCTI 3 BUMOramm, BCTaHOBEHUMA B YuHHOMY KepiBHUUTBI no GMP,
3aTBepIKEHOMY MiHICTepPCTBOM OXOPOHYW 340POB'A YKpaiHu, i 3 BUMOramu peecTpauinHoro
[OCbE KpalHW NpUsHayeHHs

Cepia nozsoneHa ao peanisauii / BigBaHTaxeHns 2 17.12.2024

3arBepaxyto

Mi6: Kopotkoea O.T.

MNocapa: YnosHoBaxeHa ocoba

MignvcaHo enekTpoHHUM nignucom: 17.12.2024  11:28
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flokymeHT nignucano y cepeici ByacHo (nouarok)
2 00481212_20241217_Certificate_170000014859.pdf
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JloKyMeHT nignucaHo y cepsici BuacHo (npopoBXeHHs)
00481212_20241217_Certificate_170000014859.pdf

Homep foKyMeHTy: 170000014839

[lokyMeHT BignpasneHo: 11:32 17.12.2024

BignpaBHUK JOKYMEHTY

EnexTpoHHUIA nianuc

11:3217.12.2024

€4PMOY/INH: 00481212

tOp. Hassa: MPUBATHE AKL|IOHEPHE TOBAPUCTBO GAPMALEBTUYHA ©IPMA JAPHULIA
cTapLuni iHCNeKTop-ynoBHOBaXEHA oco6a; KopoTkosa OkcaHa I'eopriiBHa

Yac nepesipku KEM/ELM: 11:3217.1 2.2024

CraTyc nepesipku cepTugikaTty: CepTudikar aie

Cepitiruit Homep: 32BA6ADAB780FF45040000009715000005D10100

Tun nignucy: ksanidbikoBaHUi






(+38044)207-73-04 YnosHoBaXeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoBaXeHa ocoba 3 dapmaxoHarnagy

Agpeca 02093, m. Kuie, Byn. Bopucninbcoka, 13
_ Ten./Oakc: (+38044) 566-68~78 TpuitmancHa
4 H &E @ (+38044)207-73-41 Bipgin KOHTPOMIO AKOCTI

Ceptudikat akocri / Ceptudikat aHanisy N° 170000023665

1. HalimeHyBaHHs npoAyKujii: MPEAHI30NOH-AAPHULA

(na3Ba, cuna piifakTuBHICTb, NiKapcbka popma ta 1 TabneTka MiCcTUTL npeaHisonoHy 5 mr;

PO3Mip ynakoskm (IAeHTUUHO [O TEKCTY Ha Tabnetku no 5 mr; no 10 Tabnetok y KOHTYPpHIit YapyHKOBI ynakosui; no 4
YNaKoBLii FroToBOI npoayKuii)) KOHTYPHI YapyHKOBI YnakoBKu B nauli 3 MapKyBaHHAM YKPaiHCbKOI0 MOBOIO
2. Homep cepi: HB30825

3. Po3mip cepii: 103,406 TYN

4, KpaiHa-BMpoOOGHUK: YkpaiHa

5. HaitmeHyBaHHs KpaiHu / KpaiH Npn3HaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiliHOro nocsif4eHHaA: UA/2587/02/01

7. Dara Bupo6HuMUTBa: 08.2025

8. [laTa 3aKiHU€HHA TepMiHY npuaaTHocTi 08.2028

(micaup i pik, nicna akoro JI3 He 3aCTOCOBYETBCA):

9. Hasea, agpeca Ta HoMepM niyeHsiit Bcix B1pob6ieHo, BKAKUAoUN YNaKoBKy/MapKyBaHHA Ta KOHTPOIb akocti Ha MpAT
AinbHULb BUPOGHWUUTBA | KOHTPONIO AKOCTI; «QapmalesTuuda  dipma  «HapHuus»  3a agpecolo: ™ Kwis, BYyN.
CepTudikartn signosigHocri GMP Bcix Bopucninbcobka, 13; ninensia AB Ne598086; csigoutso Npo arecTaujo
RiNbHWLb! naboparopiit BKA N2 128; ceptudikar GMP Ne 066/2025/GMP

10. AHanis BUKOHaHW 3rigHo: MKA N3 go peectpalitHoro nocsif4eHHs NeUA/2587/02/01 sig 12.04.2017

Ne 424, 3i amiHamun

PesynbTatn aHanisy:

Ne n.n. HaiimeHyBaHHA MOKa3HMKa Bumory HOPMaTNBHOT OKYMeHTauil PesynbTat aHanisy
1 Onuc TabneTky GINOro KONbOPY, NIOCKOLUNIIHAPUUHOT dopmn 3 packolo  Bignosinae
2 lnenTudikauia A YO-creKTp NorauHaHHA BUNpo6oByBaHOro posinHy B obnacti i  Bignosigae
220 HM g0 350 HM NOBUHEH MaTW MaKCUMYM 32 LOBXUHY XBUI
243,542 um
3 \nenTudikauin B Ha xpomaTorpami Bunpo6osyBaHOro posuuHy, opiepxaHii B pospini Bipnosinae

"CynposigHi AOMILUK", YaC yTPUMYBaHHA nika npegHizonoHy mae
BiNoOBigaTV Yacy yrpumysaHHa nika NpegHisonoHy Ha
XpomaTorpami posunHy NOpIBHAHHA (b)

4 OpHOPIAHICTL [O30BAHUX OUHULID Bignosinae sumoram AOY, 2.9.40. MpuitmanbHe uncno Bipnosiga€
AV <150 %
5 Po3anapaHHA He 6inbwe 15 x8 1 x8.
6 CynpoBigHi AOMILLKU Byab-AKoi AOMILUKN - He 6inbwe 1,0 % Bignosipae
7 CynpoBigHi AOMILLIKK Cyma oMok - He 6inbile 3,0% 0,6 %
8 POB‘—IVIHeH\tIHp(’”H Wi p, Bignosinae sumoram LOY, 2.9.3 npu Q=75 % 3a 45 x8 Bianosigae
& a,
9 MiKEo6ionRré~ﬁ-@T-m%Ta "’ KpuTepii npuitHATHOCTI: 3aranbHe YnMcno aepobHux Bignosigae *
= Oxkcana . MiKpOOpraHiBMiB'- 103 KYOIr. 3ar.aane.qmcno npim_}mgamx i.
- FeoprileHa - nniceresux rpubis - 102 KYO/r. BigcytHicTb Escherichia colis 1 ¢
10 Kinﬁkicueesﬂﬁﬁﬁme o He meHue 4,8 Mr i He 6inblwe 5,2 Mr ApeaHI30NoHy B tabnerui, y 4,9 mr/tab
% > nepepaxyHKy Ha cepefHIo Macy TabneTkn
11 YHaKﬁ,B,Ka 00481212 . - Bignosigxo ao MKA N3 Bignosipae
LS @
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Mpopoexenna Ceprudikar sikocti / CeprudikaTt ananisy Ne 170000023665 I“ ]"I"“”I”I”mmlmmummllIm

12 MapxysaHHn BinnosigHo no 3aTeepaxeHoro TEKCTY MapKyBaHHA Bianosipnae
11. Komenrapi: *lepiognyHictb KoHTPONIO B KOXHIH 10 cepif
12. YmoBu 36epiranus: B opuriHansHin ynakoswi npu Temnepartypi He suie 25°C. 36epiratu B HeZoCTynHomy ans

aiten micui.
Lum nigTeepgxyo, Wwo sci BUpPOGHUUI cTagii ana uier cepii rotosoi npoaykuii 6ynu nposepeHi
B rOBHIll BIANOBIAHOCTI 3 BUMOramu, BCTAaHOBNEHUMY B YUHHOMY KepisHUUTBI no GMP,

3aTBepixeHoMy MiHicTepcTBOM oXopoHU 300POB'A YKpaiHy, | 3 BUMOramu peecTpauiintHoro
AOCbE KPaiHW Npu3HayeHHs

13. 3aaBa npo ceptudikauiio:

Cepis possonena po peanisauii / BifABaHTa)KeHHs 3 26.08.2025

3aTBepaxKylo
MIB: Kopotkoea O.I.

Mocapa: YnosHoBaxeHa 0coba

Ninnucano enekTpoHHUM nignvcom: 26.08.2025 16:07

4pOH Hiv g n
«ﬁ‘c* /,%(%
KopoTtkora
Okcaua
leopriieHa
€OPnoy/IinH

00481212
’),;? & LoxkyMeHT nignucaHo y ceprici BuacHo (nouarok)
O'“Ca Ho y pu?’ 00481212_20250826_Certificate_1 70000023665.pdf
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JloKyMeHT nignucaHo y cepsici BuacHo (NpoAoBXEHHS)
00481212_20250826_Certificate_1 70000023665.pdf

Homep AOKYMEHTY: 170000023665

[loKyMeHT BiAnpasJieHo: 16:10 26.08.2025

BianpaBHUK JOKYMEHTY

EneKTpoHHWIA niagnuc

16:10 26.08.2025

ePrOY/INH: 00481212

{Op. nassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO OAPMALIEBTUYHA OIPMA JAPHULIA
CTapLuuit iHCNeKTop-ynoBHoBaXeHa ocoba: KopoTkoBa OkcaHa leopriiBHa

Yac nepesipku KEM/ELM: 16:10 26.08.2025

CraTyc nepesipku cepTudikaty: CepTudikar aie

Cepitiruit Homep: 2DBD5940D955E12A04000000971 5000080320000

Tun nignucy: kBanihikosaHWi

Tun cepTudikary. kBanigikoBaHum





http://www.tcpdf.org

