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CEPTU®DIKAT CEPII NIKAPCBLKOIO 3ACOBY Ne 26

! Haaga, cuna DillakTUBHICTD,
nikapcbka dopma Ta  posmip
1. | ynakoBku (ii€HTUUHO LO TEKCTy Ha
yrnakogui rotopoi npoaykuii):

HATPIHO XITOPUL

1 M PO3UNHY MICTUTBL: HaTpilo xnopuay 9 mr
po3unH ans iHdysin, 9 mrimn

no 100 mn y rsitxkax

npUOATHOCT:

2. | Howmep cepii rovosof npoaykuii: CA050324 | Poamip cepil: | 145096 ynak.
3 KpaTlHa-BupoOHuK: Ykpaida '

Ha3asa kpaiHw/kpaiH npusHayeHHsA )

ans cepii: Yepaiwa

Homep peecrpaunitioro

nocBiadeHHs: UA/8438/O1/01

[ata BupoOunurea: bepeseHb 2024 p.

[laTa 3akiHueHHs TepMiHy 03.2027 p.

Hasea, agpeca Ta HoMepw SlilleHsin
8. | BCiXx pinbHULb 3 BUpOGHULTBA Ta
KOHTPOJIIO SIKOCTI:

BUPOONEHO, BKIOYAOYN MapKYBaHHA/MaKyBaHHg Ta
nposefieHo  KoHTpone  skocTi Ha  TOB  chipmi
«Hosothapm-biocnHTes» 3a agpecolo:

Huromupcbra obn., 3BSAresibCbKUi p-H., M. 3Bﬂreﬂb
Byn. Xutomupceska, ByamHok 38;

riitieHsis Ha BUPOGHULTBO nikapcbkux 3acobis cepia AB
Ne578998; ceinourso npo atecTaito thisnko-ximiuHol
Ta Mikpobionorivunoi nabopaTopivt Ne104,

‘Ceprudikary sianosiaHocti GMP
BCiX RiNbHUUL, HaBeAeHUX B 11.8:

cepTM(biKaT GMP Ne 099/2023/GMP

10, | PesynbTaTty aHanisie:

k HasegeHi B CepTucikari ananisy (aoaatok 1),

11. | KomeHrapi:

36epiratv B OpuriHaribHiit YNakosLi Npu Temneparypi He
suwe 25 °C. .
36epirati y HeLoCTYNHOMY ANA AiTen Micyl.

NPDU3HAYEHHA.

3asea npo cepTudikaulo: Lum nidmeepdxyio, wo eci eupobrudi cmadif ons uiel cepii 20mosoi ApodyKuiT
6ynu 3diticHeni & noswill 6i0nosioHoCmi 3 eumMozaMu, 3a3HaqdeHumu 8 YuHHIl HacmaHosi 3 GMP,
3ameepOxeHil Minicmepcmaom 0xopoHu 300poe’a YkpalHu, | 3 aumozamu peecmpauiliHo2o 0ocse KpaiHu

Cepis rovosoi npogykuii CA050324

| YnosHoBaxeHa ocoba/
| 3acTynHuk ampexkropa 3 AKocTi

&5 kaphiticuia OLA. 05.04.2024 p.
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-
aMeHyBaHHA NpoAayKuil:

HaTpito X1opua, posuna anst iHdysit, 9 Mr/mn

O3Mip Ta TUN NakyBaHRsA!

no 100 Mny nnswkax

CA050324 | _Poamip cepii: | 145096 ynak.

H
| P
| Homep cepii:
| A

Hanis BUKOHaHO 3r|,qu 3 MKA 13 po P Ne UA/8438/01/01 Ta 3miH,

Pesynbraru aHanisy:

eTuKeTL,

HaliMeHyBaHHA Pesynbratu
noxasuuxm Bumory HI MeTtoau KoHTpOno ar¥ani3y
Onvic_ MNposopa, 6esbapaHa piguHa. 1 3an.1, eisyanbHo. | Bignosigae |
lgerTudikauis : '
Harpii Nikapcbkuii 3acib pae peakuil Ha HaTPii. 3anz2 Aoy, 231 1 Bignosinae
Xnopnav Jlixapcekui 3acid nae peakuito (a) Ha xnopuau, | OPY, 2.3.1. Bignosinae
posopicTs Jlikapceknit 3aci6 mae ByTu nposopum, 3and APy, 221, | Bianesinae
KonboposicTs Tlikapcbkni sacib mae 6yt 6e3bapBHnM. 3and4, oy, 2.2.2, Bignosigas
I memod /1.
pH Bin 4.5 po 7.5. 3an.5, Aoy, 2.2.3 55
e i nomexyiomempuyso | T
3aniso He 6inbwe 0.0002 % (2 ppm). 3an.6, oY, 2.4.9. < 0.0002%
Baxi meTanu He 6inbiwe 0.001 % (10 ppm). 3an.7, oY, 248, < 0.001% ‘:
. ()} ;
mMemod A. . erod e
MexaniuHi BrrtoueHHs | Buaumi  yacTku: npakruyHo  MatTte  OyTv | 3an.8, AoV, 2.9.20.
BIACYTHI. Bignosigae
HeBuaumi yacTiu: AdY, 2.9.19, memod 1. :
Yacrim 210 mkm — He Binsite 6000/nnsuxa Bignosinae
YacTku 2 25 mkm — He Binblue 600/nngwka, ‘
Ob6'em, wo sutsraeteca | O6'eM, WO BUTArAcTbCs, Mae ByTH He MeHLuM
3a  HoMmiHanbHuii of'em, 3asHaueHult Ha | 3an.g, OQdY, 2917 Bignosigae

CTepMHBHiCTb

Jlikapcbkuin 3aci6 mMae ByTv CTepuribHuUM,

1.8an.10, A®Y, 2.6.1.

 Crepunohmin

- BakTepianbHi ‘ ;
| EHOOTOKCHHM Menwe 0.5 MO/mr. 3an.11, AdY, 2.6.14. <0.25 MO/M”
. KinbkicHe BU3HauYeHHs : ’
. Hatpito xnopug Mae 6yTu 8ig 8.55 mr/mn no 8.45 mrimn. 3an.12. 906w/w1 .
| Ynakeska . BinnosinHo po MKA, Bignosinae
i MapkysaHs BignosigHo ao 3aTaep,q»<eHoro TEHCTY MapxyaaHHﬂ (8in 30.10.2023 p). SIANOBINGE

i MpacbiuHe anoal,qno AO 3aTBEPAXEHOrO opuriHar-Makery, po3M|LueHoro B eAuHIn aBTOMaTU3oBAHI

| ODOPMIIEHHR YNaKOBKN

Tepmin npuaaTHocTi:

YmoBu 36epiranHa: 36epirati B opuriHanbHii ynakosui npu temnepartypi He Buile 25 °C.

3Bepiratn y HepocTYNHOMY ANA AiTeld MicLi.

BUCHOBOK:

HavdanbHukK BKA
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Do: 03.2027 p.

gignosinae sumoram MKA N3 3 o P Ne UA/8438/01/01 Ta 3miH.

o ﬂf o K wrig 7.

2024 p.
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