d AAPHUUS

Afpeca 02093,
Ten . /®akc:
(+38044)207-73-41 Bippin koHTponic AkocTi
{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

M. Kwie, eyn. Bopucninbcbka, 13
{+38044)566-68-78 [lpuimanbHa

(I

Ceptudikar akocri / Ceprudikar ananisy Ne 170000025026

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol 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. Aara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPOGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHAYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTi aHanisy:

HOBOKAIH-OAPHWLIA

1MA pO3uMHY MICTUTE HOBOKAIHY {(NPOKaiHy rigpoxnopugy} Smr

PO3UMH ANA iH’eKUA, SMr/mn; no 5 mn B amnyni

Ne 10 (5x2) B navui 2 MapKYBaHHAM YKPAiHCBKOIO Ta pPOCiiCbKoI0 MOBAMK

vUu70823
16,086 YN
¥kpaiHa

¥kpaiHa
UA/3972/01/01

08.2023
08.2026

BUpoGNeHo, BKIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
«(QapmaueBTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo arectauilo nabopatopiin BKA No 128;

ceptngikat GMP Ne 050/2022/GMP

MKA N3 po peectpauinHoro noceigyeHHa NeUA/3972/01/01 Big 17.09.2020
Ne2119, 3i amiHamMuK

N° n.n. HaiAmeHYBAHHA NOKAZHWMKA Bumorm HOWMHHM PeaynbTaT aHaniay
1 Onuc MNpozopa F&Fdpera pianka- 25N\ Bianosipae
» a1 ’g N
2 IneHTUgiKaLin A fAkicH hulgO Ky MELH rB G Bianoeinae
" ’a'-c

3 laeHTUdikalia B Mpengp @@&L‘Mpsuﬂm OMaTHYHI amiHmn Bignoeipae

4 laeHTUdikauis C Ha xpo B ng npenapam Hill y po3zgini "CynpoBigHi Bignoeigae
AOMILLK SMHEA F“ﬂﬁ"ﬁmf{!‘ OZHOBHA NNAMa Ha piBHI NAAMK
HOBOKaTHY PR3 ;gﬂ‘ror:paw pPoFUMHY nopiBHAHHA (d)

5 MposopicTb Mpenapar mae B¥TH-ApesUp HM Bianosipae

B KoneopoBicTb 3aBapeneHHA npenapaTty NoBMHHO 6YTW He iIHTeHCUBHIWe Bianosipae
safapsneHHa eTanoHy Y7

7 pH 38-45 4,0

B8 Cynposinui‘mﬂm ay 4-amiHOBeH30MHOI KNCNoTW — He Binbwe 2,0 % Bignoeipae

© 4,
«* A
9 cy"EOBi”WH%Ba “' AHecTeanH - He Ginbwe 0,1% Bignoeigae
TeTAHa -
10 Cynposlnw%wgml_'a = AHiniHy - He Binbwe 0,1 % Bignoeipae
1 06"" 6 Pﬂﬂé)é%l i ot Mpenapar nosvHeH Bignosigaty snMoram JoY 2.9.17 Bignoeigae
b
12 MexaHIﬁ KNICUEHHA: muw Bignosigae Bumoram Aoy, 2.9.20 BianoBsigae
YacTUHKU ‘94o y 8%
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13 MexaHiuHi BKNIOYeHHA: HeBUOWMI Bignosinae Bumoram AdY, 2.9.19, meton 1.B Bignoeinae
YACTHHKM

14 CTepWnbHICTB Mpenapar mae ByTH CTepUABHUM Binnosinae

15 bakrepianbHi eHOOTOKCUHM IpaHWYHa KOHUEeHTpaLia eHROTOKCHHIB — MeHWe 3 MO/mn Bianoeinae

16 KinbKicHe BU3HAYeHHA HOBOKAIHY 4,85 - 5,20 mr/mn 5,00 mr/mn
{npokaiHy rigpoxnopugy)

17 YnaKkoeka BignoeigHo no MKA N3 Bignoeinae

18 MapKyBaHHA BignoeigHo no MKA N3 Bignoeinae

11. KomeHTapi: Bes koMeHTapiB

12. YmoBn 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He Buwwe 25°C. He 3amopoxyeath. 36epirati B

HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, wo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 15.09.2023

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 15.09.2023  09:41

e
TOKY MEHT

JoxymeHT nignucaHo y cepeici BuacHo (novarox)
00481212_20230915_Certificate_170000025026.pdf
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JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20230915_Certificate_170000025026.pdf

HoxkymeHT BignpasneHo: 10:07 15.09.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

10:07 15.09.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEM/ELMN: 10:07 15.09.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1£000077500000

Tun nignucy: kBanigikosaHwin
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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 170000008345

1. HalimeHyBaHHA NPOAYXLii: HOBOKAIH-NAPHMLA

{Hasga, cuna fii/akTMBHICTL, Nikapcbka popma Ta 1M po3uMHY MICTUTL HOBOKaIHY {MpoKaiHy rigpoxnopuay) Smr
po3Mmip YNakoBKM {ifeHTUYHO [0 TEKCTY Ha PO3UMH ANA iH’eKUA, Smr/mn; no 5 mn B amnyni N2 10 (5x2) B navui 3
YNaKoBLi roToBol NPoAYKLUIi)) MapKYBaHHAM YKpaiHCbKOI MOBOIO

2. Homep cepii: Vue0724

3. Poamip cepii: 27,852 TYN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/3972/01/01

7. Bata supoGHulyTBa: 07.2024

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 07.2027

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa ¢ipma  «flapHuuA» 33 agpecolo: M KuiB, Byn.
Cepmudixatu BignoeigHocti GMP Bcix Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
BiNbHALL: nabopartopiit BKA N2 128; ceptndikat GMP N 067/2024/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA J13 po peectpauiitHoro nocsigueHHa NCUA/3972/01/01 eig 17.09.2020

Ne2119, 3i amiHamm

PeaynbTaTh aHanisy:

N° n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTauii PeaynbTaT aHaniay
1 onunc Mpozopa GezbapeHa piguHa Bignosinae
2 laeHTUDiKalis A fkicHa peakuin Bignoeigae
3 laeHTUdikalia B Mpenapat ga€ peakLlio HHi apoMaTUYHI amMiHK Bianoeigae

4 laeHTUdikauis C Ha xpomaTopfamin i ol i y po3gini "CynposigHi Bignoeipae
AOMILIKA Y : EHR MNAMa Ha PiBHI NhAMU
HOBOKaIH rpami po3uuHy, BopgisHaHHA (d)
5 MposopicTb Mpenapart Bianosipae
B Koneopoeictb 3abapenenysonpenaparty noanH&ﬁym fie iHTeHCUBHIWe Bignosinae
zafapeneHrg eTang Y. T4 :
7 pH Bin 3,8 a0 4N =1 B 2Nz 4,0
B8 CynposigHi gomiwkn 4-amiHo6eH30MHOI Kucnc.n-u.: He Binbwe 2,0 % Bignoeipae
9 CynposigHi gomiwkn AHecTeanH - He Ginbwe 0,1% Bignoeipae
e po HHM oy
10 Cynpagﬁm JOMIWKK ‘%9 AHiniHy - He Binbwe 0,1 % Bignoeipae
L4
~  OxoTHikoBa - o o
11 OBm, Wo BUFELACTRCA - Mpenapar nosvHeH Bignosigaty snMoram JoY 2.9.17 Bignoeigae
= MwkonaieHa =
12 MéxaHltu-é ﬂﬂﬂﬁﬁ?m Frlp,umr MpakTUYHO BigCYTHI Bianoeigae
HACTHKA "o ag1010
13 Mexaqul BKNICYEHHHA: He%u,qnm YactuHok po3mipom = 10 mkm — He Ginblue 6000 B koHTelHepi; Bignoeipae
qacmmm o YacTuHoKk po3mipom = 25 MKM — He Ginble 600 B koHTelHepi
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14 CTepWibHICTB Mpenapar mae 6yTH CTepUABHUM Binnoeinae

15 bakrepianbHi eHOOTOKCUHM lpaHW4YHa KOHLUEeHTpaLia eHROTOKCUHIB — MeHWe 3 MO/mn Bianoeinae

16 KinbKicHe BU3Ha4YeHHA He meHwe 4,85 mr i He 6inbwe 5,20 mr HosoKaiHy (NpokaiHy 4,96 mr/mn

rippoxnopway) B 1 mn npenapaty

17 ¥Ynakoeka BignoeigHo oo MKA N3 Bignoeigae

18 MapkyBaHHA BignosigHo 00 3aTBEpHEHOro TEKCTY MapKyBaHHA Bignoeinae

11. KomeHTapi: bes komeHTapis

12. YmoBu 36epirannn: B opuriHanbHiin ynakoBui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeaTth. 36epirati B

HEeQOCTYMHOMY ANA AiTeld Micui.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMMW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340pO0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauyii / BigBanTaxeHHn 3 13.08.2024

3aTBepaKyio

MNIb: OxoTHiKoBa T.M.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 13.08.2024  10:22
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20240813_Certificate_170000008345.pdf

HoxkymeHT BignpaeneHo: 10:32 13.08.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

10:32 13.08.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
npoeigHWiA iIHCNeEKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipxu KEMN/ELN: 10:32 13.08.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C0000D3CB0100

Tun nignucy: kBanigikosaHwin
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