Agpeca 020%3, m. Kuie, syn. Bopncninscesa; 13
Ten,/Qakc: {+38044:568-32-10 MNpramansda
(+38044) 207-73~4L Biapin KewTpomo skocri
[+28044)207-73~04 ¥noepHoBaxewa ocoba 3 aAxooH

(+38044)207-73-27 ¥nornopamena ocoba 3 dapMmakoHarnafy

Ceprndikar axkocri / Ceprndikar ananizy N¢ 170000005658

1. Hagmenysansa npogysuii:

{nazea, cuna piifakTueHICTb, NiKapCoKa Popma Ta

po3mip ynakosks (ieHTuuH0 40 TEKCTY Ha
yrakoBul roToso! npoaykuil)

2. Homep cepii:
3. Posmip cepii:

4. Kpaina-snpobGHlk;

EHANANPAN-CAPHWUA,

1 Tabnetka mictute eHananpuiy vaneaty10 mr: tabnerin oo 10 mr

1o 10 1abreToK y KOHTYPHIl YapyHKOBIf YNaxkosyi; no 2 KOHTYRHI YapyHKOB
YIAKOBKY 8 N2ty 3 MaPKYBEHHAM VEPATHCBEO MOBOWD

PF70522
59,316 T

Yrpaika

5. HaimeHysanHA Kpaiau | KpaiH npraHauenns YkpaiHa

AN# cepii:

8. Homep peecrpatiiiiioro nocgiguentis: UA/S020/01/01
7. Bara Bupobunyrea: 052022

B. fara 3akinuyeHna Tepminy npupatHocyi 05.2024

{micaup 1 pix, nicna akoro J13 He sactoconyeTsen):

9. Hazea, appeca Ta somepn Rineqsin scix.
AiNbHALL BUPEBHUITES | KONTPORIO AKOCTI:

Ceprudixatu signosiguocri GMP ecix
BinsHMb:

10. Afranis BuKoBAHUN 3rigHo:

PesyavraTu ananiay:

13;
nillensis AB Ne5S8086:

CBIAOUTEO Npo aTecTaliw nabopatopin BKA Ne 128:

ceprrdikat GMP Ne 035/2019/GMP

BHPOBNEHD, BKNIOUA0UM YNaKOBKY/MAPKYBAKNHA Ta KOHTPOMb AKCCT] Ha MpAT
«@apmauesTuda dioma «fiapruus» 33 anpecoio: m Kiie, Byn. bopurcninecbka,

MKA JT3 go peectpadiiinoro noceiguenns NSUAJS020/01/01 sig 23.10.2018

Ne1925, is aminamu

Nemn.  HalmenyBanHa NOXazHNKa

Bumorn nopmatussol pokymenTtauil

Pesynurat adanisy

1 Onuc Tabnetsu BINOro KORLOPY, NAGCKOLWRIHAPWIHGT GODMI, 3 dackolo TaBinosigas
PHYCKOWD

2 inenTudiragia A "Ha xpoMmaTtorpamax sunpoBysaHoro posunHy Ta posunny Bignosigac
NIOPIBHAMHA, OTPUMaHIX Y po3aint "KinbkicHe avsHauenHa”, Gacy
YTPVIMaHHA THKIB eHananpuiy Ta KUCHcTy Manaisoso’ BIANCRIZHD

_ _ _ AoBWKHHI 3GiTatrey

3 IReHTHOHALIA B KRonbopoBa peakyis ¢ Figpokcrnaminom rigpoxnopugom P, xanio Bianosigae
rigpoxkcnaom P i 3aniza {I1l) xnopuay po3unHom P

4 Opropigricrs goscsaniy oawauils.  Bignosigac. snmoram 0oy, 2.5.40 ‘Bigrosinze

& Posnaganns He Binbute 15 xs -1 %8

8 Cynpopinsi goMimky Cyma Jomiok - e Binbie 4,0 % 0,3 %

7 PoziipHennA Bignoeigae sumoram DY, 2.8.3 npv Q= 80 % 33 30 xp: Bignosigae

8 MikpobSiosoriuba GHeToTa BignosigHo go MKA 113 Bigriosigae *

g Kinbkiche BrisHavenn Esananpuny maneary 9.5 4 o 8,6 MrfTaba.

10 Vraxosxs Bignosiaxo o MKA 113 ! £ Sinnoripnae

k| Maprysanus Bignosiguo go-MK8 113 Bignogigae

b s O5FP 479 25 s

-

& = B \
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Mpoposikennn Ceprudikar sxocti / Ceprudixar ananisy Ne 170000005658

11. KomenTapi: * Plepiogrusicts KodTponio B koxuil 10 cepii
12. YnioBn s6epiranss: B opurinanbHin ynakosuyi npy Temnepatypi He Bulils 25°C. 3Gepirati B REqCCTYIHOMY AR
BiTeR Micu).

13. 3asisa npo ceprudikatio: LM nigreepmryio, wo s BUPOGHHHI CTagil anst yiel cepii roTosol npogyxuil Bym nposegewi
B MOBHIMA BiANOBIAHOCTI 3 BUMOIaMIA, BETAHOBNEHUMI B YNHHOMY KepisruuTe! no GMP,
3aTBepmxeHomy MinicTepcreom oxcporin 2gopoee’s Yrpainw, | 2 BUMOCTamMU pecctpalilitoro
[OChE KpaiHW NpusHayesHs

Cepin no3Bonexa no peanizayii / siggantamennn 3 14.05,2022

3aTeepamyro
Nb: Kopotkoza O
Mocaga: YNoBHOoBaKeHS Grob3

Minrwcano enexsporsms migricom: 14.05.2022
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Appeca C2C%3, wm. KuiB, syn. Bopucninbcbka, 13

Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa

ﬂ n p H u u q (+38044)207-73-41 Bigain KoHTpon AKoCTi
(+38044)207-73-04 YnoeHosakeHa ocoba 3 AKoCTI
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmaKoHarnagy

CepTudikar akocri / Ceptudikar aHanisy Ne 170000005659

1. HalilmeHyBaHHA npoayKLUii: EHANAMPIAN-AAPHILA,

{Ha3Ba, cUNa AiifakTUBHICTL, NiKapcbKa dopma Ta 1 TabneTka mMicTUTbL eHananpuny maneaty10 mr; TabneTkn no 10 mr;

po3Mip YNakoBKY (iAeHTUYHO 10 TEKCTY Ha no 10 TaBneToK ¥ KOHTYPHIA YapyHKOBINA YNAKOBUI; Mo 2 KOHTYPHI YapyHKOBI
YNakoBLi roToBCT NPoAYKLIi)) YMaKoBKKW B Nayli 3 MapKyBaHHAM YKpaiHCbKOI MOBOIO

2. Homep cepii: PF80522

3. Posmip cepii: 59,516 TYN

4. KpaiHa-BUpOGHWK: YKpaiHa

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHaYeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauifiHoro noceig4yeHHA: UA/9020/01/01
7. flata BupoGHMUTBA: 05.2022

8. flaTa 3aKiHYe€HHA TepMiHy NPUAATHOCTI 05.2024

{micaub i piK, nicna Akoro J13 He 3acTOCOBYETLEA):

9. Haspa, agpeca Ta HOMepW NileH3iA BCiX BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AiINbHULE BUPOGHULITBA | KOHTPONID AKOCTI; «PapmauesTryHa dipma «JapHuua» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
Ceprndikatn signosigHocri GMP Bcix 13;

AINbHULb: nileHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA N 128;
ceptudikat GMP N¢ 035/2019/GMP

10. AHani3 BUKOHaHWH 3rigHo: MKA N3 go peectpauiiHore noceinyeHHa NeUA/Q020/01/01 gig 23.10.2018
N21925, i3 3miHaMK

PesynbTaTh aHaniay:

N2 n.n. HalimMeHyBaHHA NOKazHWKa Bumorn HopmMaTHBHOI AOKYMeHTau il Pe3ynbTar aHanisy
1 Onuc Tabnetkn Binoro Konbopy, NAockoUniHapuuHOT dopmu, 3 dackor TaBignosigae

pycKko
2 InenTrdikauia A Ha xpomaTorpamax BUNpoSyBaHOTO PO3UMHY Ta PO3YWHY Binnosigae

NOpPIBHAHHA, OTpUMaHKX ¥ po3aini "KinbkicHe Bu3HaueHHa", yacu
YTPUMAHHA NIKIB EHaNanpuny Ta KWCNoTK ManelHoso! BiANOBIAHO
NoBKHHI 36iraTca

3 IneHTndikauia B Konboposa peakuis ¢ rigpokcunamidom rigpoxnopuniom P, Kanio Binnosigac
rigpokcuaom P i 3aniza () xnopuay pozunHom P1

4 OaHOpIgHICTE A030BaHUX OfMHULL  Bignosigae sumoram AOY, 2.9.40 Bipnosigae

5 PosnapaHHA He 6inbwe 15 xB 2 XB

6 CynpoBsifiHi fOMiLIKK Cyma fomilwok - He Binbwe 4,0 % 0,1%

7 Po3ynHeHHA Bianoeigae sumoram J0OY, 2.9.3 npn Q = 80 % 3a 30 xe Bipnosigae

) Mikpobionoriuna yncrota BignoeigHo go MKA N3 Bipnoeigac *

9 KinbKicHe BU3HaAYEHHA EHananpwuny maneaty 9,5 - 10,5 mrftab 9,7 mriTabn.

10 YnakoBKa BignoeigHo go MKA N3 Bipnosigae

11 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae
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MpoposkeHHA CepTudikart Akocti / CepTudikar aHanisy Ne 170000005659

11. KomeHTapi: *MepiofAMYHICTD KCHTPONID B KOXHIA 10 cepii
12. ¥moBn 36epiraHHa: B opuriHanbHi¥ ynakosui npu Temnepatypi He Buwe 25°C. 36epirath B HeAOCTYNHOMY ANA
JiTeln micui.

13. 3aaBa npo cepTugikauiro: Lum niareepaxyio, Wo BCi BUpoBHKYI cTagil AnA Uiel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIAMNOBIAHOCTI 3 BUMOramy, BCTAaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
aaTeepaxeHomy MiHicTepcTBOM OXOPOHY 3A0POB'A YKpaiHK, | 3 BUMOraMu peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisauii / BinpaHTaxKeHHA 3 14.05.2022

3aTBEpAXYIO

Mib: KopoTtrkeoea O.I.

Mocaga: ¥YnoBHoBa)KeHa ocoba

MignucaHe enekTpoHHUM Nignucom: 14.05.2022

Crop.232



Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
(+38044)207-73-41 Bippin koHTponic AkocTi

{(+38044) 207-73-04 YnoshoBaxeHa ocofa 3 AKocTi
{(+38044)207-73-27 YnoshoBameHa ocofa 3 dapmaxoHarnaAgy

d AAPHUUS

| L

CepTudikar akocri / Ceprndikar ananisy N¢ 170000020146

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna fii/aKTMBHICTD, Nikapcbka popma Ta
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBoi NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH NpU3HaveHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHuLyTBa:
8. Bara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3il BCiX
AinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHALYD:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

EHANTANPUI-AAPHILIA,

1 TabneTtka micTMTL eHananpuny Maneaty10 mr; Tabnetku ne 10 mr;

ne 10 TabneToK y KCHTYPHIA YapyHKOBINA yNakoeUi; No 2 KOHTYPHI YapyHKOBI
YMAKOBKM B Naylli 3 MapKyBaHHAM YKpPaiHCbKOIO MOBOIO

PF90423
59,505 TYN
¥YkpaiHa

¥YkpaiHa
UA/9020/01/01

04.2023
04.2025

BUpobNeHo, BKAOYAICUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmaueBTUuHa dipma «[apHuua» 2a agpecoio: m Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;

cepTngikat GMP Ne 060/2022/GMP

MKA 13 go peecTpauiitHoro noceiguyeHHa NeUA/Q020/01/01 sig 23.10.2018
Ne1925, i3 amiHamMuK

N° n.n. HaimeHYBAHHA NOKAZHWKA Bumorm Hopai&d umjﬁﬂ@y e AL PeaynbTaT aHaniay
1 onuc TabneTkn Ghcte KonLopy, nnot MgiHApWMUHOT dopmu, 3 dackolo TaBignoeigae
pUCKoie &/ TOKY ME HITIB R
2 laeHTUDiKaLis A Ha xponlarofpamax Bunpoﬁ 0 g YUHY Ta PO3YUHY Bignoeigae
I'IOpiBH i, dﬂ:aa%l ini ﬂﬂfp iCHE BU3HauUeHHA", YacK
yTpumalipa nikie erah ny Ta ;(Myf ManeiHoBoi Bip,noaip,Ho
NOBUHHIGIrATI a7/ S/
3 laeHTUdikaLia B Konbopopg K\QI?I @lﬁj rinpoxnopwnaom P, kaniio Bignoeigae
rinpOKcuno arl3 xrga po3yuHOM P1
4 OpHOPIAHICTL 0030BaHMX OAVHWLE Bignosinae BUMGEA! .ﬁl_tm’_,‘ 2.94 Bignoeigae
5 PoznapaHHAa He 6inbwe 15 xB 1x8
6 CynposigHi gomilKn Cyma AoMiwok - He Ginbwe 4,0 % 0,2%
7 Po3unHeHHA Bignoeinae sumoram AdY, 2.9.3 npu Q = 80 % 3a 30 xB Bignoeigae
8 MikpoGionoriyHa yucroTa BignoeigHo go MKA N3 Bignoeigae *
9 KinbKicHe BM3HaYeHHA EHananpuny maneaty 9,5 - 10,5 mritab 9,8 mriTabn.
10 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae
1" MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae
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11. KomenTapi: *MepioAW4HICTL KOHTPONIC B KoXHIA 10 cepii
12. YmoBn 36epiranns: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

13. 3anBa npo ceprindikanio: Lum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopayKuii 6ynu npoeefeHi
B NOBHii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YMHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340pO0EB'A YKpaiHu, | 3 BUMOramu peectpaliiHoro
AOCLE KpaiHW NPU3HAYeHHA

Cepin po3BoneHa go peanisauyii / BigBanTaxeHHn 3 21.04.2023

3aTBeppKyio

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 21.04.2023  10:18

nd
TOKYMEHT
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