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CEPTUDIKAT CEPII JIKAPCbKOI'O 3ACOBY Ne 216

cuna
dopma Ta

Hazga,
NiKkapcwuka

dilakrusHicTs,

1. | ynakosku (iEHTUYHO [0 TeKCTY Ha

1 MIT PO3YMHY MICTUTb: HaTPIO XNopuay 9 mr
PO3UNH a8t iHY3if, 9 Mr/mn

po3mip

ynakogui rotosof ‘npoaykuii):

no 200 mn y naswkax

| (IPUSHAYBHHS,

Cepin rotosoi npoaykuii CA581

. 3acTynHuUK AUPEKTOPa 3 SIKOCTI

YnoBHoBaxeHa ocoba/

W;»Homep cepii rovosof npo,qyxuu i CA581123 o F’03Mlp C 73608ynaK
3. | Kpaina-BupoGHuk: wWM_}_”)/KpanHa
HasBsa kpalHu/kpaiH npusHavenHs
4. ans cepit: ) | YKpalHa
Homep peecTpauintoro f
e NocBifUeHHs: W..,,_.;_‘.,'UA/8438/,Q ”01 B
.| Bara BupoGHuuTRa: .l FMCTONAR 2023 p. e
Hara 3axmt|euuﬂ TeleHy
BUPOGNEeHD, BKIIOYAYN  MapKyBaHHS/NAKYBAHHA Ta
nposedeHo  KOHWTPonb  skocti Ha  TOB  dipmi
; " «Hosodhapm-BiocnHtes» 3a agpecoi: XXutomupcbia
HasBa, agpeca Ta Homepu niueH3iin i o
8. | Bcix ginbHUUL 3 BUPOBHULTBA Ta o6n., . Hosorpag BOHMHCbKMM‘V
KOHT .. Byr. 2Kutommpcska, 8yanHok, 38; ;
ponio sKoCTi: . . , , ) |
NILEH3IA Ha BUPOOHMLTBO nikapcbkux 3acobis cepis AB
Ne578998; caigouTBO Npo atecrauilo disnko-ximiuHoi
N | Ta MikpoGionoriurol nabopatopiit Ne104,
Ceprudcbikatn anom,quocn GMP
9. BCIX AiNLHALL, HaBeACHNX B N.8: Wiwn|ueH3m Ha BUPoBHULTEO J13 cepia AB N9578998
10. | Pesynbraru ananisis: newi 8 Ceptudikati aHanisy (nogatok 1). )
36epiraTil B opuriHanbHil yrakosLi npu Temneparym He
11. | KoMeHrapi: sue 25 °C,

. 36epiratn y HegocTynHOMY ANS AiTeil Micui.

3asBa npo ceprudikauiro: Ljum n/@meepd)«yfo Wo eci eupoGHuw cmadii dns uiei cepn 20mosoi npoéyxuu
Gynu 30idcHeni e nosHid eidnosidHocmi 3 sumozamu,
- SamasepOxenild Minicmepcmeom oxopoxu 30opos’ss Ykpaitu, i 3 auMozamu peecmpauilinozo docke Kpaiku |

3a3HaYeHUMU 8 YUHHIT HacmaHosi 3 GMP,

12.12.2023 p.
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Lodamok 1 do Cepmucbixamy cepii 113
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CEPTU®DIKAT AHAJI3Y Ne 222

HaumeHyBaHHn nponyxuu:

Homep cepi:

1 naKyBaHHs:

Hanno xm:)pu,q‘ poaqMH Ang |Hcpy3|m i

ip
- AHania BUKOHaHO 3rigno 3 MKA 113 go PN Ne UA/8438/01I01 Ta 3MiH.

PesynbTarm ananiay:

TepMmiH npuparHocTi:

3 poka.

HauMeHyBauua © PeaynbTaTtH
noxa:mmua Bumoru HJl MeTonmn KOHTpOIO anasniay
Onmme. Mposopa, Gesbapera pianra. .3 | Bignosigge
Inemmbmaum
Ha | Nikapebkuit 3a¢ib nae peakuil Ha HaTpii. Ban2 OdY 231 ”‘Blp,noamae o
Xnop Jlikapcwknit 3aci6 gae peakyilo (@) Ha xnopmp.n DY, 2.3.1,
Mposopicte TNikapcokuit 3aci6 mae GyTu nposopum. 1 3an3 oy, 221 | .
Konboposicts Tikapcobkuit 3aci6 mae 6yTu GesBaparHum. 3and oy, 222 BIAHOBIAaC
. R memod Il
pH Bin4.5 0075 3an.5, oy, 2.2.3, 57
e | momexyiomempuyro. | T
3aniso He Ginbiue 0.0002 % (2 |'3an6, foy, 249~ <00002%
Bai meTany He 6inbuie 0.001 % (10 ppm). 3an7, QoY 24.8 <0.001%
Mexanitti BknoYeHHs Buaumi  vactiu: npaktuuHo  MawTe Bytu | 3an.g, JJGJY. 2.9.20.
’ BIACYTHI. Bignosinae
Hesuaumi yacTku: ;
YacTn 210 MKM ~ He Ginble 25 B 1 MA; AdY, 2.9.19, Bignosinae
YacTku 2 25 MkM — He Ginbwe 3B 1mn. | Memodl
Of'em, wo sutaraeteest | O6'em, WO BUTAraETLCA, Mae OyTy He MeHLLUM
3a HoMiHanoHWii oG'em, 3asHaueHwit Ha | 3an.g, BOY, 2.9.17. . Bignosigae
_______ ETUKETL. R B
CrepunbHicTrs 1 Jlikapcbui 3acib mae 6ym C'repwanMM 3an10, oY, 26,1 | CrepuneHud
. BakrepianbHi 3an.11,
_ enoToKCHHY Meruwe 0.5 MO _Dov.2614  “02MOMn
. KinsKiCHe BU3HaYEHHA
_ Harpiio xnopua Mae 6yTu Big 8.55 MriMn [0 9.45 mrimn. 3an12. 8.97 mr/mn _
~¥Ynaxoska BipnosipHopo MKA. % Bianosinae
. Mapxysanus BignosinHo A0 3aTBEPANKEHOTO TEKCTY MapKysaHHs (Big 09.12.2021 p.) | Bignosinae
' Tpacpiune BianosifiHo A0 3aTBEPIKEHOrO OPUIiHAN-MaKETY, PO3MILLEHOro B SAMHIA aBTOMaTH30BaHI
- otbopMneHHs ynakosky | iHopmadininii cuctemi Depxnikcnyx®u Yipaltu (Unnnui sig 20.02,.2022 p.)

Ho: 11.2026 p.

YMoBu 36epirannn: 36epiraTi B opuriHansHii ynakoBui npu Temnepartypi He suwe 25 °C.
36epirati y HenoOCTYNMHOMY ONA AiTel Micu.

BUCHOBOK:

HavanbHuk BK#H

pignosigae sumoram MK
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