Appeca 02093, m. Kuis, syn. bopucninbcbka, 13

Ten./®Makc: (+38044)566-68-78 [puimMancHa
n n p H u u q (+38044)207-73-41 Binain KOHTPOMIO AKOCTI

(+38044)207-73-04 YnosHOBaXeHa ocoba 3 AKOCTI

(+38044)207-73-27 YnosHoeaxeHa ocoba 3 dapmakoHarnagy

CepTudikat skocri / Ceprudikar ananisy Ne 170000009278

1. HalimeHyBaHHA NpoayKuii: LUMTIMAKC - DAPHWLA

(Ha3Ba, cuna Aii/akTMBHICTb, Nikapcbka dopma Ta 1 Mn po3umnHy MICTUTb LUMTUKONIHY HaTPilo B NepepaxyBaHHi Ha LIMTMKONIH
pO3Mmip YNaKoBKW (iAEHTUYHO A0 TEKCTY Ha 250Mmr. 1 amnyna (4mn) MICTUTb LWTAKONIHY HATPIO B NepepaxyBaHHi Ha
ynakoBUi roToBoi npoaykLii)) umtmkonin 1000mr

po3umnH ANA iH'ekUiit, 250 mr/mn no 4 mn (1000 mr) B amnyni N2 10 (5x2) B
nayui. MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: YN10824
3. Po3mip cepii: 6,567 TYN
4. KpaiHa-BNpOGHMK: YkpaiHa

5. HaiimeHyBaHHA KpaiHn /| KpaiH Nnpn3HadYeHHA YkpaiHa

AnA cepii:

6. Homep peecTpaliiHOro NOCBiAYeHHS: UA/13737/01/01

7. DaTa eupo6HMLTBA: 08.2024

8. [laTa 3aKiHYeHHA TepmiHy NpUAaTHOCTI 08.2026

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

9. Ha3ssa, agpeca Ta HOMep# nileHsin BCix BMpoBNeHO, BKNIOUAIOUM YNaKOBKY/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
AinbHNUb BUPOGHMLTBA | KOHTPO/IO AKOCTI; «DapmaueBTnuHa dipma «[lapHuus»  3a  agpecol: M Kuis, Byn.
Ceptudikatn signosigHocti GMP Bcix Bopucninbcbka, 13; niuewsia AB Ne598086; csigoutso npo avecTadilo
AiNbHULUBb: na6oparopii BKA Ne 128; ceptudikar GMP Ne 067/2024/GMP

10. AHanisz BMKOHaHW# 3rigHo: MKA N3 o peectpauiittoro noceiguenHa NeUA/13737/01/01, 3i 3miHamu

PezynbTaTth ananisy:

Ne n.n. HalWmeHyBaHHA NOKa3HWKa BMMOr¥ HOPMaTUBHOI AOoKyMeHTauii PesynbTaTt aHanisy
1 Onuc MNpo3opa 6e3bapeHa pianHa Bignosipae
2 laeHTndikaLjia A Ha xpomaTorpamax BUNpo6oByBaHOTO po3umHy (b) Ta po3unHy Bignosinae

NOPIBHAHHA, oaepXaHuX y po3aini "KinbxicHe Bu3HaueHHa", yacu
YTPUMyBaHHA OCHOBHOTO NiKY UUTUKONIHY MaIoTb CnignafaTi
(unTHKONIH HaTpIlD)
3 IlnenTndikauin B Y®-cnekTp NornuHaHHs sunpobosysaHoro posunHy obnacri Big Binnosinae
230 Hm go 300 HM noBwHeH BiANOBIfATH CNEKTPY PO34UHY
NOPIBHAHHA (UWTUKONIH HaTpil0)

4 Mpo3opicTb MNpenapaT mae 6yt Npo3opnm Bignosigae
5 KonbopoBicTb Npenapat mae 6yT1 HeabapsHUM Bignosinae
6 pH Bin 6,580 7,1 6,7

F CynpogigHi AOMIKK UDP-xoniHy - He 6inbwe 1,0 % 0,0 %

8 Cynposingi‘mwum n; 5-yMTMAMNOBOI KWCNOTK - He Binbwe 0,3 % 0,0 %
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9 Cyngoain%ﬂ%ytrimg% = e Byab-AKoi iHWOT oMk — He Ginbwe 0,2 % Bignogigae
10 Cy;poainni Eﬁﬂﬁ{lf‘ Cyma pomiwok - He Ginbwe 2,0 % 0,0 %
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12 MexaH™yi BKNIOYEHHR: aﬁﬂJ,IﬂMl MpaKkTU4HO BIACYTHI Binnosigae
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Npoposxennn Ceprndikar akocti / Ceptudikar ananiay Ne 170000009278 m |I|III|I"I"I||I|I|"I|||“I|“II|"I|||||

13 MexaHiuHi BKNIOYEHHA: HeBnanmi  YacTHok posmipom = 10 MkM — He binblue 6000 B KOHTelHepi; Bianosinae
YACTWHKN YacTuHok po3mipom > 25 Mkm — He binbiwe B00 B KoHTeltHepi

14 CrepwvnbHicTb Mpenapar mae ByTv CTepUNbHUM CrepunbHWi

15 BakTepianbHi eHAOTOKCHHM paHMYHA KOHLEHTPaLlifi eHAOTOKCUHIB - MeHILe 87,5 MO/mn Bianosinae

16 KinbKicHe BM3HauYeHHsA He meHwe 237.5 mr i He Binbwe 262,5 Mr uuTikoniHy 8 1 Mn 248,3 mr/imn

npenapary

17 YnakoBka BignosigHo no MKA 13 Bignosinae

18 MapkyBaHHA BipnosigHo QO 3aTBEpPAXKEHOro TEKCTY MapKyBaHHA Bignosinae

11. KomeHTapi: bes komeHTapis

12. Ymoswu 36epiraHna: B opwriHanbHiil ynakoBUi Npy TemnepaTypi He sulle 25°C. He 3amopoxyBaTi. 36epiratv B

HeJoCTynHOMY ANA AiTen micli.

13. 3anBa npo cepTudikauilo: Lnm nigTeepmxylo, Wo BCi BUpOBHWUUI cTagii Ans ui€l cepil roToBol npoaykuii 6ynn nposegeHi
B NOBHIN BigNOBIAHOCTI 3 BUMOrammn, BCTAHOBNEHUMMW B YNHHOMY kepisHuyTei no GMP,
3aTBepaKeHoMy MiHiCTEpCTBOM OXOPOHW 3A0poB'A YKpaiHK, i 3 BUMOramu peecTpauiitHoro
NOCbE KpaiHn NPpU3HAYeHHA

Cepin nossoneHa Ao peanisauii / BigBaHTaXKeHHA 3 29.08.2024

3aTBepaXywo

MIB: OxoTHikoBa T.M.

MNocapa: YnosHoBaxeHa ocoba

MignucaHo enekTpoHHum nignucom: 29.08.2024  12:00
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[JoKyMeHT nignucawo y cepsici BuacHo (NMPoAOBIKEHHA)
00481212_20240829_Certificate_170000009278.pdf
Homep pokymeHTy: 170000009278

DokymenT BignparneHo: 12:06 29.08.2024

BnacHUK AOKYMEHTY

EneKTpoHHMA nignuc

12:06 29.08.2024

€4PMNOY/INH: 00481212

l0p. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULIA
NPOBIAHMI IHCNEKTOp-yNnoBHOBaXKeHa ocoba: OxoTHikoBa TeTaHa MukonaisHa

Yac nepesipku KEM/ELIM: 12:06 29.08.2024

CraTyc nepeBipku cepTudikaTty: CepTugikar aie

CepiitHuit HoMep: 32BA6ADA8780FF45040000000E1C0000D3CB0100

Tun nignucy: keanidikoBaHWA



