(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKoCTi
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kwis, Byn. bBopwcninbcbka, 13
Ten./®akc: (+38044)568-32-10 MpwiimanbHa
ﬂ n p H u u q (+38044) 207-73-41 Bigain KOHTPOAIO AKOCTI

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000010928

1. HaiimeHyBaHHA npoAyKuii: OPOTABEPWH-OAPHIALA

(Ha3Ba, cuna pii/akTUBHICTL, Nikapcbka dopma Ta 1 TabneTka mMiCTUTbL ApoTaBepuHy rigpoxnopuay 40 mr;

PO3Mip YNakoBKW (iI€HTUYHO [0 TEKCTY Ha Tabnetku 40 mr; no 10 TabneToK y KOHTYPHI YapyHKOBIi ynakosui; no 3
yrnaKoBLi roToBoi NpoayKLji)) KOHTYpPHi YapyHKOBI YNakoBKW B Nayli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO
2. Homep cepii: 1BK30922

3. Po3mip cepii: 103,172 TYN

4. KpaiHa-BUpo6GHUK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHayeHHa YKpaiHa

ANA cepii:

6. Homep peecTpauiiiHoro nocsig4yeHHs: UA/7468/01/01
7. laTa Bupo6HUYTBa: 09.2022

8. [laTa 3aKiHYeHHA TepMiHy NnpuaaTHOCTI 09.2025

(micaub i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HomMepu niyeHsin Beix BUpo6neHo, BKITIOYaoUM yrakoBKY/MapKyBaHHA Ta KOHTPONb AKOCTi Ha MpAT
AiNbHUUBb BUPOGHNLTBA | KOHTPONIO AKOCTI; «DapmaueBTyHa pipma «[JapHuua» 3a agpecoo: M Kuis, Byn. bopucninbcbka,
Ceprtu¢ikaru signosigHocti GMP Bcix 13:

AiNbHVLDb: niuensia AB Ne598086;

CBigouTBO NMpo artecTauilo nabopatopiin BKA N2 128;
ceptudikat GMP N2 035/2019/GMP

10. AHani3s BUKOHaHWMN 3rigHoO: MKA J13 NeUA/7468/01/01, Jorosip noctaBku N¢ APT-28 Big 05.08.2020

PesynbTaTti aHanisy:

N2 n.n. HaMmeHyBaHHA NOKa3HWKa BymMorn HopmaTVBHOI OKYMeHTauil Pe3ynbTaTt aHanisy

1 Onwc TabneTkn cBiTNO-#40OBTOro abo TEMHO-*OBTOI0 KONbOPY 3 Bignosigae
BKpaneHHAMW, NNOCKOUMNIHAPWUYHOI GopMU, 3 $acKolo Ta pUCKoIo

2 IneHTudikauia A Y®-cneKTp NornMHaHHA BUNpoboBYBaHOTO pO3YKMHY, NPUroToBaHoro, Bignosigae

AK 3a3HaveHo B po3aini "KinbkicHe B3HaueHHA", B obnacTi Big 210
HM Ao 420 HM NOBWHEH MaTU MaKCUMYMKW NMOTUHAHHA NpK
OOBXWHaxX XBuNb (241+2) Hm, (302+2) Hm Ta (353£2) Hm
3 IneHTudikauia B Ha xpomatorpami sunpo6oByBaHoro po3uuny (b), otpumaHoi B Bignosinae
po3aini "CynpoBigHi goMiwKK", Yac yTpMMyBaHHA OCHOBHOTO Mika
NpoTaBepyHy NOBWHEH 36iraTuca 3 Yacom YTpKUMaHHA nika
[poTaBepKHy Ha XpomaTorpami po3unHy NOPIBHAHHSA

4 OpHopigHicTb fo30BaHuX oauHvUub  Bignosinae Bumoram JOY, 2.9.40. Bignogigae
5 Po3napaHHa He 6inbwe 15 xB 11 xB

6 CynpoBigHi oMKW byab-akoi JomiwkKn - He Binbwe 0,2 % Bignogigae
i CynpoBigHi oMKW Cyma JOMilOK - He Ginble 2,0 % 0,3%

8 Po3uKMHeHHA Bipnosinae Bumoram JQY, 2.9.3 npn Q=75 % 3a 45 x8 Bignogigae
9 MikpobionoriuHa uncToTa BipgnogigHo go MKA N3 Bipgnoeigae *

Crop. 132



MpopoexeHHA CepTudikaT AkocTi / CepTndikart aHanisy N2 170000010928 ||| |I|I||‘I|||”I”l”l"l”l"u"llm ||| m

10 KinbkicHe Bu3HaueHHA gpoTtasepuHy 38,0 - 42,0 mr/1ab 39,0 mr/tabn.
rippoxnopuay
11 Ynakoeka BignoeigHo go MKA N3 Bignoeigae
12 MapKyBaHHs BignoeigHo go MKA N3 Bignoeigae
11. KomeHTapi: *[NepiogMYHICTb KOHTPOMIO B KOHi 10 cepil
12. YmoBn 36epiraHHa: B opwuriHanbHin ynakoBsui npu Temnepatypi He suwle 25°C. 36epirati B HEJOCTYNHOMY AnA
JiTen micu,i.

13. 3aaBa npo cepTugikauito: Llvm niareepaxyto, Wo BCi BUpoOHWYI cTaii AnAa uiei cepil rotosol npoAaykuii 6ynu nposefeHi
B MOBHi BiANOBIAHOCTI 3 BUMOramu, BCTaHOB/IEHUMM B YWHHOMY KepiBHWUTBI no GMP,
3aTBepakeHomMy MiHiCTepCTBOM OXOPOHW 300POB’A YKpaiHW, | 3 BUMOramu peecTpauinHoro
[OCbE KpaiHW Npu3HaYeHHA

Cepia po3soneHa Ao peanisauii / sigsaHTaxeHHA 3 15.09.2022

3aTBepaKyo

Mib: Kopotkosa O.I.

[Mocapa: YnoBHoBaeHa ocoba

MiagnucaHo enekTpoHHUM nignucom: 15.09.2022 11:26
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{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

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

Ceptudikar akocri / Ceprudikar ananisy Ne 170000002832

1. HaiimeHyBaHHA npogyxuyii: APOTABEPHUH-OAPHWUA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabrneTka MicTUTL ApoTaeepuHy rigpoxnopuay 40 mr;

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha Tabnetkn 40 mr; no 10 TabneTok ¥ KOHTYPHIA YapyHKOBI ynakosui; no 3
YNaKoBLi roToBol NPoAYKLUIi)) KOHTYPHi YapyHKOBi YNaKOBKMW B Naylli 3 MApKyBaHHAM YKPaIHCbKOW MOBOIO
2. Homep cepii: EV10324

3. Poamip cepii: 102,273 T¥N

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/7468/01/01
7. Bata supoGHulyTBa: 03.2024

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 03.2027

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
AinbHMLL BUPOGHULTEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinNbHAYDL: niyeHszin AB N°598086;

CBigouTBO Npo arectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiiHoro noceigyeHHa NCUA/7468/01/01 Big 13.10.2017
Ne1256, 3i amiHamMuK

PeaynbTaTi aHanisy:

N2 n.n. HalmMeHYBaHHA NOKAZHMKA BuMOrM HOpMaTHBHOT JOKyMeHTaLii PeaynbTaT aHanisy

1 Onuc TabneTku cBiTNO-X0OBTOTO afio TeMHO-KOBTOro KONbopy 3 Bianosipae
BKpanAeHHAMY, MIOCKOLMNIHAPWYHOT Hopmu, 3 $HaCKoIo Ta PUCKOIC

2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHAHHA BUNPOBOBYBAHOTO PO3YUHY, Bignosigae

NpUroToBaHoOro, AK 3a3HaveHo B po3gini "KinbkicHe Bu3HavyeHHA", B
ofnaci Big 210 Hm ao 420 HM NOBUHEH MaTH MaKcnmyMH
NOFNWHAHHA NPV JOBXKUHAX XBUNb {24112) pa 2htm Ta (353

+2) Hm
3 laeHTUDiKaLis B Ha xpomaTorpami eunpotoByBaHoro P \, Bianosipae
po3gini "CynpoBigHi AOMILLKK", Yac 7By Tw\ug DEHOBHOTD ’ A
ApoTasepuHy NoBuHeH 3Giratuca 3 MYTPMMaHHA Nika __ \ ;-\
. L LR
ApOTagepuHy Ha XPOMaTOrpami posHi ymgﬁﬂm |=,
4 OgHopigHicTb go3oBaHMX oaWHULbL  Bignosigae Bumoram AoV, 2.9.40 i /3 ) Bignoeigae
; ~/%)
5 PoznapaHHA He 6inowe 15 xB s YA 8 xB.
6 CynposlnHl Wﬁlﬂﬁ Byab-AKoi goMmillKK - He Ginbwe 0,2 % Bignoeigae
‘%
7 CynRoslnHknomeu “ Cyma AoMiwWoK - He Ginbwe 2,0 % 03%
R OpPOTKOBa -
8 PoslmHenna OKCaHa = Binnoeigae eumoram ADY, 2.9.3 npu Q=75 % 3a 45 xB Bignosinae
= lNeopriieBHa =
9 Mmgoﬁlogﬂiﬁm{"& 3 BignoeigHo no MKA N3 Bignoeigae

A 00481212 ~

10 KlanlcfggBmHaueHHn ng@‘i‘asepuny 38,0 - 42,0 mritab 38,4 mritab
rigpoxnopityy o y 8%°
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1 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

12 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: Bbes koMeHTapiB

12. YmoBn 36epirannn: B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCTYNHOMY AnA
Aiten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3goneHa go peanizauii / BigBanTaxeHHA 3 22.03.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 22.03.2024  15:58

<p° HH¥
z“e“- 0{%%
<~  KopoTkoBa
5 OxcaHa
= lNeopriieBHa
= €4PMNOY¥/INH

00481212 . ici B
>, 5 JoxymeHT nignucaHo y cepeici BuacHo (novarox)
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKEeHHR)
00481212_20240322_Certificate_170000002832. pdf

HokymeHT BignpaeneHo: 16:09 22.03.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

16:09 22.03.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHOBaXkeHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEMN/ELN: 16:08 22.03.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin




{+38044)207-73-41 Bingin wouTpono skocr )
(+38044)207-73-04 YrosHosakena ocoba 3 AKOCTE
(+38024)207-73-27 YnosHOBaeHa ocoba 3 d)apmaxaaamn;(y

Alipeca 02093, m. Kuis, BYN . Bopuchifeceks, 13 B ' :
Ten. /Qakc: (+38044)565-63-75 Npuitmansua ' '" ,‘"
170 2794

e SR

Ceprudikar skocri / CepTudikar ananizy Ne 170000027948

1. Haimenysaiing NPOoAYKLIT: ,E[POTABEPMH-,HAPHML!H _

(Hazsa, cuna AiifakTusuics, nikapceka opma ra 1 Tabnetka mictuth Aporagepyiy 'ri,ﬂpoxnopm,‘qy 40 mri

PO3MIp ynakosku (igeHtuyHo IO TeKCTY Ha Tabnetkn 40 mr; no 10 TabneToK 'y KOHTYpHIA YapyHkosin yHakoBLi; no 3.
‘Ynakosli rotosot npogysui)) KOHTYPHI YapyHKoB! ynakosky & Rauli 3 mapkyzaHram YKPEHCbKOK MoBOK)
2. Homep cepir: ' 1BK21023

3. Posmip cepii: 19,910 TvIy

4, Kpaina-supo6iiix: Ykpaiua

5. Haiimenysanns KpaiHu / kpaik npusHavenus Ykpaiva

ana cepi:

6. Homep PeecTpauiitoro nocsiguenss: UA/7468/074/61
7. BRara BUPOGHNETEA? 10.2023

8. Dara sakisuenng TePMIHY NPUASTHGCH 10.2028

(Micaup i PiKk, nicns akoro N3 ne 38CTOCOBYEThCA):

9. Ha3sa, aApeca Ta HomMepw NiyeHsili Beix BUpoBAen0,; BrMOYEYRA YRaKOBRY/MapKyBanHs T4 KOHTPOME AKOCTI Ha FIpAT
HinbHuys BUpobHUYTES | KOHTPONIO AKoCTi; «DapmaterTiusa dipma «Haprnuss 3a anpecolo: m Kuis, syn, bopucninbeeka,
Ceprugikatu Bignosignocri GMP BCix 13;

AlnbHuLL: Niuensia AB Ne598086:

-cBigoLTBO npo atecraiiioc naGoparopiin BKY Ne 1 28;
Ceptudikar GMP No 072/2023/GMP

10. Ananiz BukoHaums 3FigHo: MKS! N3 NeUA/7468/01/01, Horosip noctasku Ne APT.28 Big 05.08.2020

Pesynbrati ananisy:

. Nenq, HatiMenyBanms NOKa3HuK: Bumoru nopmatnewoy BOKYMeHTauli Peaynprar aHaniay
1 Onuc Tabnerku CBITHO=OBToro abo TeMHO-XKOBTOro Konbopy 3 Binnosigae
) BRparnerHamu, AACCKOLMMisARMUHOT dopmi, 3 dackow Ta PrcKoio
2 lzenTugikayia A Yi-cnexep nornuHanns Bunpofosysarorg PO3YKHY, Bignosigae
fIPUrOTOBaHOIO, 51K 3a3HaueHE B.pospint "Kinokicse BA3HAYEHHA", B
obpactl pig 210 am 80 420 um nosuren MATK MAKCHMYMK
MOIWAHaHHA NP gosssHax xBunL (24142) ym, (3022) hm ra (353
+2Y Hm
3 ldeHTUdikaid B Ha Xpomarorpami Bwnpoﬁoeysaﬁoro.pcaqw-sy (b, CTAUMaHGT B Binnosipag
¢ Posaini "Cynposigni BOMiWwKE", yac YTPUMYBAHHA OCHOBHOFG nika
BROTAREPUHY NOBMHEH 36iraTucs 3 YACoM YTPUMaHHS nika
APOTaBsepuny Ha Xpemarorpami PO34uRY nopisHaKkKg

4 OnHOPIFHICTE AO3OBAHY ORMHULE  Bignosigae smMoram BaY, 2.9 40 Bifinoiigae
5 Posnaganus HeGinbius 15 xg 7 xB
g p B RE g Yy .
. ) g*;« . & r- . A . .
6 Cynpodinest nomilke ?‘9%. Byaws-nkol oMk - He 6in e B 408 8N Bignosigae
_ = Kopotkosa

7o Cytihosigmi ASWpugy, g Cyma ROMiloK - He Biny 0.3 %.
e = Teopritens = _

8 : Po:ﬁmHe@;ﬁ PLROY/ MY - Binnoeigae sunioram Filo Bignoeinae
- e 00481212 & _ ) .

- 8 ‘Mixpdbionoriyna yiiciora P - .- BianosigHo go MKA 13 Bignosigac *
L P, s

s 5.
z?{,}“é:_y. %ﬁ,;

/éi‘* (il i{r/ff/ o5
2073 ft




pooeentn Ceprindiiat awocr / Ceprundiat awanisy N 170000027948 || lllllllll\llﬂlll\\llmmlm\||\|||\||\l

10 © KinbKicHe BUIHAUEHHA APOTIBEDURY 38.0 - 42,0 mr/Tab 38,3 mritabn.
rigpoxnopuay
41 YRaKosKa sigrosigHo ao MKA a3 Biprnosinae
:
12 MapKysaHHs Biprosiaro Ao MKA 113 gignosigas

* [lepioAuuHiCTb KOHTROAK & konkHiv 10 cepll

11. KomenTapi:

B opuriHansHiv ynakosui npn TemnepaTypi HE BALLE 25°C, 36epiraTvt B HEROCTYMHOMY 77

: AiTei micki,

13. 3anea npo cep‘rmqnixaqilct Hun nigraepaKyto, 1o Bei BpoBHAY] cTanii gis uief cepii roTog6l aponyxuii 6yau pposeneni
; B 1TOBHIRA sigrosigHocti 3 BAMOTaMY, BCTAHOBNEHIMIA B YMHHOMY Kepisﬂwmai no GMPF,

3aTBEPMKEHOMY MinicTepCTBOM OXOPOHNA 3p0poB’s Yrpaitu, i 3 BUMOTaMW PEECTPALvIHOTO

J0ChE KpailHw IpU3HaveHHA

12. YmoBsu '36epirénun:

Cepisi p,oss‘oneué po peanisauii / sigeaHTaXenHA 3 03.11.2023

3aTBepaXyo

1i6: Kobotrosa O.1.

Mocapa: YRoBHOBAKEHD ocoba

Mignucato enexkTpoHHuM RiLTIICOM: 03:11.2023 09:26

TokyMeHT HATNCaHO Y cepeici BuacHo (rouatok)
00481212_202311 03_Certificate_1 70000027948.pdf
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DAPHUUSA

Appeca 02093, m. Kuis, Byn. Bopucninbceka, 13
Ten. /Bakc: (+38044)566-68-78 [MpwimansHa

(+38044)207-73-41 Bigain KoHTpOnl AKOCTI
{+38044)207-73-04 YnosrosameHa ocoba 3 Akocri
(+38044)207-73-27 YnosHosaera ocoba 3 ¢apmakoHarnARy

48

IR

CepTtudikat axkocri / Ceptudikar aHanizy Ne 170000013512

1. HalimenyBaHH® npoayKuii:

{(Ma3zBa, cuna giifakTuBHICTb, Nikapcbka Gopma Ta

po3Mip ynakoeku (aeHTnYHO fO TEKCTY Ha
yrnakoBLi reTego! npoaykuUii))

2. Homep cepli:
3. Poamip cepil:

4. KpaiHa-BupoBHUIK!

DPOTABEPHAH-OAPHWULA

1 Tabnetka micTTb ipoTaBepuHy rigpoxnopway 40 mr;

rabneTku 40 mr; no 10 Tabnerox y KOHTYpHil yapyHKoBIR ynakoeui, no 3
KOHTYPHI YapyHKOBI ynakoekM B Naylli 3 MapKyBaHHAM YKPaIHCbKOIO MOBOID

EV61124
101,802 YN0

YrpaiHa

5. HalimenyBaHHs KpalHu / kpaiH npuzHadeHHa YKpaida

pana cepii:

6. Homep peccTpalifiHoro noceBiguenHs; UA/7488/01/01
7. Aata Bupo6HUUTEa: 11.2024

8. daTa 3aKiHYeHHs TepmiHy npUAaTHOCTI 11.2027

{micaue | pik, nicna Akoro f13 He 3aCTOCOBYETLLA)!

9. Hazgea, agpeca 7a Hopmepw niuensii Beix

AinbHULE BUpoGHULTEA | KOKTPOMO AKO
CeprudikaTy signoeigHocti GMP Bcix
LinbHULb: :

10, Ananiz BuKoHaHu 3rigHo:

PesynbraTtu aHanisy:

BUPOBEHO, BKNIOHAI0HY YNaKOBKY/MApKyBaHHA Ta KOHTPONb AKocTi Ha MpAT

cri; QapmayesTmiHa dipma  «lapHuua»  3a  appecoto: M Kuis,  syn.
Bopucninbcexa, 13; niuenzia AB N2598086; ceigoutso npo artecrauiig
naboparopiii BKA Ne 128; ceprudikar GMP Ne 072/2023/GMP

MKR 113 go peectpauiivoro nocsigueHHs NRUAS7468/01/01 sig 13.10.2017

N21256, 3i amiHamm

N2 n,n, HalimeHyBaHHS NOKazHWKa

Bumory HopMaTUBHOT AOKYMeHTauil

PesynwTat aHanisy

1 Onwic

2 IgerHTudikauin A
3 IneHTUikadis B
4 OpHapigHicTb 4030BaHWX OAWHNLB
5 Po3naparHs
6 CynpoeigHi AoMilKKY
7 CynposigHi fomiliki
cpofitui
8 PozuunnHgHhn ‘g
e 2,
- &
g MikpoGionSMRTEREEa
= OkcaHa
= [eopriiBra

10 Kinzficnéhﬂﬂﬁﬁbmmf-l

P 00481212
11 Ynakoeia +°

(3
Yeang y B0

’Ilffll\‘\

TabneTkn cBITNG-*%0BToro abo TEMHO-KOBTOrO KONbOPY 3
BKPanNeHHAMU, NNockoLMAIRAPVUYHOT hopmu, 3 Packo Ta pUCKoIo
Y{-cnexkTp NornmHaHHA BuNpoboRYBaHOro Ppo3unHy,
NPUroTOBaHOTO, AK 3a3HaueHo B po3Aini "KinbKicne BusHaueHks", B
obnacTi Bif 210 HMm A0 420 MM NOBUHEH MaTN MEKCAMYMW
MOrNHaHKA 3a AOBKMHY XBunb (24 1+2) Hm, (302+2) HM Ta (353
*2) Hm

Ha xpomatorpami sunpotosysaHoro posuvty (b), oTpumaniin 8
po3gini "Cynposinyi BOMILKK", Yac YTPUMYBAHHA OCHOBHOIO Nika
JIPOTaBEPUHY NOBWHEH CNIBNaAaT 3 YACOM YTPUMAHHs Mika
APOTABEPVHY HA XPOMATOrpami PoO3UMHY NOPIBHAHHA

Bignosigac sumoram AAY, 2.9.40

He Ginbwe 15 x8

Byab-axoi fomituku - He Ginbwe 0,2 %

Cyma fomiwoK - He binswe 2,0 %

Bignoeigae sumoram AOY, 2.9.3 npn Q=75 % 3245 %8

B 1 r npenaparty gonyckaereca He Ginbwe 1000 KYO aepobnux
mikpoopraHizmis i He Ginbiwe 100 KYO gpixaxosux i nnicesesux
rpubis. He gonyckaeroea HansricTe 8 1 1 Escherichia coli

He meHwe 38,0 mr i He Ginbute 42,0 mr gpoTasepuHy rigpoxnopupy

B8 ogHi raBneTui
BinnosigHo po MKA Ji3

Bignoeipae

Bigrosigae

Bigrnosigae

Bignosigae
4 xg,
Bignosipae
0,3 %
Bianosifae

Bignosinae *
39,3 mritab
Bianogigae

Ciop. 122

b1 éﬁ»/t//)/ﬂézé’/

5 on 5 K




Mpoaormxenns CeprudikaT Akocri / Cepruidikar ananisy Ne 170000013512 I[l I”"Il“"”"””l[l”"”["”II"" I I"

12 MapkrysaHHA BignosigHo Ao 3aTBeEpAMEHOro TEKCTY MapKyBaHHA Bignosipae

11. Komenrapi: * MepiognuHicys KOKTPOMIO B KOxKHIA 10 cepl

2. YmoBn 36epiranHa; B opwriHanbHiii ynakosui npu Temnepatypl He Bulle 25°C, 36epiraty B HEAOCTYNHOMY AN

fitel micui,

LM MigTBepmKyio, 1o Bl BupobHuti cragil ana uiel cepll roTosol npoaykuil 6ynu nposeaeHi
B NOBHIM BANOBIAKOCT! 3 BUMOramMi, BCTAHOBAEHUMY B YWIHHOMY KepisHuursi no GME,
3aTRepmpKeHoMy MIiHICTEPCTBOM OXOPOHY 3A0POB'A YKPaiHu, i 3 BUMoramu peecTpauiiHoro
JOCRE KpaiHi NpU3HAUYEHHA

13. 3anea npo cepTndikauio:

Cepis gossoneHa fo peanizauii / BigsaHTamenHa 2 29,11.2024

3aTBepaMyl
Mi6: Koporkoea O.I.

MNocapa: YnoeHoBaxeHa ocoba

Mignucano enextpoHrvm mignucom: 29,11.2024  10:05
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¥ 2aPHUUSA

Appeca 02093, m. Kwis, Byn. bBopwcninbcbka, 13
Ten./®akc: (+38044)566-68-78 MNpwiimanbHa
(+38044)207-73-41 Bignin koHTponio AKOCTi
(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKoCTi
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

IO

Ceptudikar akocri / Ceptudikar aHanisy N2 170000025003

1. HaiimeHyBaHHA npoAyKuii:

(Ha3Ba, cuna pii/akTUBHICTL, NiKapcbka popma Ta

PO3Mip YNakoBKW (iI€HTUYHO [0 TEKCTY Ha

yrnaKoBLi roToBoi NpoayKLji))

2. Homep cepii:
3. Po3mip cepii:

4. KpaiHa-BUpo6GHUK:

5. HaiimeHyBaHHA KpaiHu / KpaiH npu3sHaYeHHA

ANA cepii:

6. Homep peecTpauiiiHoro nocsig4yeHHs:

7. laTa Bupo6HUYTBa:

8. [laTa 3aKiHYeHHA TepMiHy NnpuaaTHOCTI

(micaub i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HomMepu niyeHsin Beix
AiNbHUUBb BUPOGHNLTBA | KOHTPONIO AKOCTI;

Ceprtu¢ikaru signosigHocti GMP Bcix

AiNbHVLDb:

10. AHani3s BUKOHaHWMN 3rigHoO:

PesynbTaTti aHanisy:

JOPOTABEPWH-OAPHILA

1 Tabnetka MicTUTL ApoTaBepuHy rigpoxnopugy 40 mr;

Tabnetku 40 mr; no 10 TabneToK y KOHTYPHI YapyHKOBIi ynakosui; no 3
KOHTYpPHi YapyHKOBI YNakoBKW B Nayli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

1BK10823
65,434 TYTI
YKpaiHa

YKpaiHa
UA/7468/01/01

08.2023
08.2026

BUpo6neHo, BKITIOYaoUM yrakoBKY/MapKyBaHHA Ta KOHTPONb AKOCTi Ha MpAT
«DapmaueBTyHa pipma «[JapHuua» 3a agpecoo: M Kuis, Byn. bopucninbcbka,
13;

niuensia AB Ne598086;

CBigouTBO NMpo artecTauilo nabopatopiin BKA N2 128;

ceptudikat GMP Ne 060/2022/GMP

MKA J13 NeUA/7468/01/01, Jorosip noctaBku N¢ APT-28 Big 05.08.2020

N2 n.n. HaMmeHyBaHHA NOKa3HWKa

BymMorn HopmaTVBHOI OKYMeHTauil

PesynbTaT aHanisy

1 Onwc TabneTkn cBiTNO-*0BTOro abo TEeMHO-*OBTOTO KONMbOPY 3 Bignosinae
BKpanieHHAMI, NIoCKOUMNIHAPWUYHOT GopmMu, 3 hacKolo Ta puUCKoo

2 IneHTudikauia A Y®-cneKTp NOryWHaHHA BUNPOoOOBYBAaHOTO PO3UKHY, Bignosinae
NpWUroToBaHoOro, AK 3a3HauyeHo B po3pini "KinbkicHe BU3HaueHHA", B
obnacti gig 210 Hm go 420 HM NOBUHEH MaTK MaKCUMYMMK
NOrWHaHHA NPY AOBXUHAX XBUMb (241+2) Hm, (302+2) Hm Ta (353
+2) HM

3 IneHTudikauia B Ha xpomaTtorpami BunpobosyBaHoro po3uwHy (b), otpumaHoi B Bignoeinae
po3aini "CynpoBigHi JOMIlLKK", Yac YTPMMYBaHHA OCHOBHOIO Mika
OpoTaBepuHy MOBWHEH 36iratnca 3 Yacom YTPUMaHHA Mika
OpoTaBepKHY Ha XpoMaTorpami po3yrHy nopiBHAHHA

4 OpHopigHicTb fo30BaHUX oguHuUb  Bignosigae Bumoram MY, 2.9.40. Bignoeigae

5 Po3napaHHa He 6inbwe 15 x8 9 xB

e\"-‘pDHHMﬁ ny
6 CynposinHi JOMilLKY Bynb-AaKkoi gomillky - He Binblue 0,2 % Bignoeigae
<~  KopoTkoBa
7 CydposifHi 4G Cyma [oMILLOK - He Binbwe 2,0 % 0,3 %
= leopriiBHa
8 pomMHe@ﬁ,PI—IOy;’IHH Bipnosinae Bumoram MY, 2.9.3 npn Q=75 % 3a 45 x8 Bignoeigae
. 00481212 . . . .
9 MIKpGﬁ‘I?OHOFNHa QMCTOTa‘\o BignosigHo go MKA 13 Bignosigae

o <
4 2
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MpopoexeHHA CepTudikaT AkocTi / CepTndikart aHanisy N2 170000025003 ||| |"I"m||”I”“‘I"I‘"”l”lmllm m

10 KinbkicHe Bu3HaueHHA gpoTasepuHy 38,0 - 42,0 mr/Tab 38,1 mr/tabn.
rippoxnopuay
11 Ynakoeka BignogeigHo go MKA N3 Bignoeigae
12 MapKyBaHHs BignogeigHo go MKA N3 Bignoeigae
11. KomeHTapi: bes KkomeHTapis
12. YmoBn 36epiraHHa: B opwuriHanbHin ynakoBsui npu Temnepatypi He suwle 25°C. 36epirati B HEJOCTYNHOMY AnA
JiTen micu,i.

13. 3aaBa npo ceprudikauito: Llum niareepaxyto, Wo BCi BUpoOHWYI cTaaii AnA uiel cepii rotosoi npoaykuii 6ynu nposegeHi
B MOBHi BiANOBIAHOCTI 3 BUMOramu, BCTaHOB/IEHUMM B YWHHOMY KepiBHWUTBI no GMP,
3aTBepakeHomMy MiHiCTepCTBOM OXOPOHW 300POB’A YKpaiHW, | 3 BUMOramu peecTpauinHoro
[OCbE KpaiHW Npu3HaYeHHA

Cepia no3soneHa Ao peanisauii / sigsaHTaxeHHA 3 15.09.2023

3aTBepaKyo

Mib: Kopotkosa O.I.

[Mocapa: YnoBHoBaeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 15.09.2023  11:35

[okyMeHT nignucaHo y cepsici BuacHo (noyarTok)
00481212_20230915_Certificate_170000025003. pdf
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[okyMeHT nignucaHo y cepsici BuacHo (NpogoBixeHHs)
00481212_20230915_Certificate_170000025003.pdf

HokymeHT BignpaeneHo: 11:37 15.09.2023

BnacHMK J,OKyMEHTY

EnekTpoHHUIA nignuc

11:37 15.09.2023

€OPNOY/IMH: 00481212

lOp. Hasea: MPUBATHE AKL|JOHEPHE TOBAPUCTBO GAPMALIEEBTUYHA ®IPMA JAPHNLA
CTapluMK iHcnekTop-ynoBHoBaXeHa ocoba: KopoTkosa OkcaHa NeopriiBHa

Yac nepesipku KEMN/ELM: 11:37 15.09.2023

CraTyc nepesipku cepTudikary: Ceptudikar gie

CepiiiHnii Homep: 32BA6ADA8780FF450400000097150000053B0000

Tun nignucy: kBanidikoBaHWit


http://www.tcpdf.org

