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"HOBAKCOH

MeHTapi:

Hasea, cuna AII/AKTUBHICTL, | 4 Mn PO3YMHY MICTUTB: LMTUKONIHY HaTpilo 1045 Mr, WO
-nikapceka  copma  Ta  posmip | signosigae uvtvkoniHy 1000 mr
1.} ynakoBku (iAGHTUYHO O TEKCTY WA | posunk Ans iHeKLil, 250 MmN |
yrnakoBLl roToBoi npogykuii): No 4 MA y dnakoHax; No 5 hnakoHie y KOHTYPHii YapyHKkosii |
—— L. ynakosuyj; no 1 I(OHTY[JH] 48pyHKOBI YNakoBKU B naquf
T 2, | Homep cepu roroson nponyxu,u CT010223 | Poamp cepu | 59760 ynak.
_3. |'KpalHa-supoBunk: (Yepalwa
n | :E.;alacaegﬁ_a'mulxpam npuauaquHa pr _—
Homep peectpauiitnoro
5. ndcelguens: "UA}14098!01!02_
8. | Ndra eupobHuTEa: nioThit 2023 p.
/| aTa 3akiHueHHs Tepminy
: " |n waatHocTh: Re: ?_9_25 P:
S BUPOBNEHO, BKIIOUAKMM  MapKyBaHHA/MaKyBaHHA  Ta |
NpoBeAeHo KOHTpOonb AkocTi Ha TOB dipmi «Hosodapm- §
Hd3Ba, agpeca Ta HoMepw nilleH3iii BiocuHTE3» 32 a.qpeco:o:HM(wTomprbKa obn., '
8. | Bcix .q;nhnu 6 M. Hosorpag-BonuHcekuia,
g Ub 3 BUPOBHULTEA Ta :
| kokTponto akocTi: Byn. )K.MTOMMpCbKa, Gy,quo.K, 38; _ _
niyeHsina Ha BUPOBHMLTBO nikapcbkux 3acobie cepin AB
Ne578998; ceinoUTeo Npo arectauiio gianko-XiMivHoi Ta
- . 1 MixpoSBionoriyHot nabopartopii Ne104.
9. gci‘;ﬁ:‘:;::'ﬂg::;‘;ﬂfﬁ“gp cepTuchikaT GMP Ne 077/2021/GMP
- 10, Pebynhtam aHanisie: Haae.qem B Cep‘rmbman aHanlay @o.qarox 1)
.30epiraTtn B opuriHanbHifA ynakoBui npu TeMnepartypi He
11. | Ko ‘BUWe 25 °C.

Sﬁeplram Yy HeLoCTYNHOMY Ans iTeil Micui.

30ilicreH) @ noswill 6idnoeIOHOCMi 3 8UMOZaMU, 3aIHAYEHUM 2

“3asea npo cep‘rm:blxaulro Ljum nidmeepOxyio, o 8Gi BUPOBHUS-EITA
M!chmicmeom 0X0poHu 30opoe’s Yepalky,

1 3 sumozamu pitempayilinezo db‘ﬁiﬁe\ .PG?HU MPUSHAYEHHA.

8i 3 GMP, 3ameep0memu

~ Inh\\‘“““:'\a\
%’eéan&-aﬂm i

YroBHoBaxeHa ocobal | /-

3acTynHuK AvpekTopa 3 sikocTi | 5

N '\,_(\/
My ?
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:éHaﬁmequaHm npopykuii:

HOBaKCOH, PO34MH ANs ||-| elcum 250 Mr!M.n

YMonu 36epirannn: sGepirati B OpuriHanbHil ynaxoal.u npu Temnepa'rypl HE BuLle 25°C

3bepiraTi y HepocTynHomy,

K AW e

i N3 ,nsz UAT
% i LERXT
Ib

ENB/01/02 Ta SMiH.

Po3Mip T4/ Tun nakysanHs: no 4 mn y dnaxorax Ne5 _
Homep cepil: CT010223 T ""Poamip cepii: . . | 59760 ynax.
AHanla deonauo 3rIAHo 3 MKA N3 no Pl Na UA!1 4098!01!02 Ta 3MiN.
Pe3¥|nb'ra1'u auanisy:
Ha::)ue z::i':m Bumoru H “ MeTo.qu KOMTPOMIO Pe:::::'l;:“
Onuc . ~ Tposopuit Gesbapanvil poaquy, 3a n.1, BisyankHo. i Bignosigae
|neHTHDiKELS )
Liwrukonin Hﬁ'piro Ha xpomatorpami BunpoGosysaHoro posumty, | 3a n.2, oV,
OoTpumaHiid y poagini KinskicHe BuaHauewHs, ( 2.2.29,
4ac yTpumyBaHHA nika LIMTKKONIHY HaTpilo Mae i Bignoaigae
§ CniBN&JaTM 2 4acoM YTPUMYBAHHY  nika
1 UMTHKONIHY HaTpilo Ha XpoMarorpami posunHy
y : |, NOPIBHAHHA. .
MposopicTs | | Jlikapcoiuit 3acié mae Bytn nposopum, 3an3 OV, 221 Binnosiaae
Konbopoeicts | Nikapcbkmin 3aci6 mae Gy"ru GeabapBHUM. 3an4 AoV, 222 BI nﬁ oai.qée::m
L e 3 Memod /i,
pH _ Big 8, 5 no 75, 3anb Aoy, 223 7.0
MexaniyHi BkloYeHHs Hesuaumi wacrin: | 3an6, '
YacTkn 210 MKM — He GinbLue 6000/dbnakoH Aoy, 2.9.19., :
UacTkmn 225 Mkm ~ He Ginwie 600/tbnakoH; mMemod 1; Bianosigae
1 Buguml 4acTkmr: NpakTMHHO MaloTb ByTi
; BIACYTHI. o | APY, 2.9.20. Bignosinae
CynpopigHi 1 = Liutapuny - 5'- monotbocdaTy ~ He '
SOMILLIK} ﬁmhme 0.2%,; : 0.02%
- 5'- ypunuHpochaTxoniv HaTpilo — He 13an7,
Ginswe 3.0%; Aoy, 2.2.29, 0.48%
- OyAb-aKka iHwa poMilka - He Ginsle 0.2%; <0.2%
- CYMa AOMILIOK — He Binblue 4.0%, I :0.52%
O8'em, WO BUTHracTLCR He meHwe 4.0 mn 3an.8, ; .
/\;c HO srm Aoy, 2.9.17. o] Bianosinae
L CrepuneHicTs _nlmpcbmﬁ 3aclmﬁmm thb‘!-;&lm | 3an9. O0Y, 261. | CrepunuHnii _
KinbkicHe BuataqeHHA Mag Gyru Big ‘5 3an.11, Aoy, [
UwTukoniy d ﬁd( mﬁnﬂ——,m 'ﬂn 2.2.28. f 245:9 Mun
Ynekoexa BlgroainHo AoMKR LT | Bianoeigae . -
MapkypaHHs - BignoeigHo o S eHOre J;ei;r*niﬁapkyaauuﬂ gal,q 06.04.2020 p. ) I Bl,qnoai,qaé
- Ipahiyvne  acbopmnenHs ; BignoeipnHo ao 3 i hél'd@ﬁm N-MaKeTY, POAMILLEHOTO B 6/IMHIl aBTOMAaTIA30-
_YNaKoBKu . BaHii in:opmauMwl i DepmnikcrymGiu Yipaitu {4NHHWiA Big, 18.06.2021 p.)
Tepmin npugaTHocTi: 2 poim. Ro: 02.2025 p.

)» ;WZOZS p.
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-HOBAKCOH
Haaga, cuna AlFAKTMBHICTb, | 4 MN PO3YMHY MICTUTS UMTUKONIHY HaTpilo 1045 mr, wo
 nikapcbka  ¢dopma  Ta PO3Mip | Bianosigae uuTrKonivy 1000 mr :
1. [ ynakoBku (igeMruyHo go TEKCTY Ha | posuvH Ans iH'exuiin, 250 mrimn !

ynakosui roToBoT npoaykuiv): | 10 4 MN Y hnakoHax; o 5 hnakoHia y KoHTYpHI YAPYHKOBIA |
. _ | ynakosuj; no 1 KOHTYPHI 4YapYHKOBI YNAKOBKK B mauLi .
2. | Howmep cepii rotosoi npoaykuii: CT020523 | Posmip cepil: 59660 ynak.
3. | Kpalwa-gupobhuk; | Yipaiva R
4 Ha3Ba kpaiuu/kpain npuanauennn | .
4- | ans cephi:_ it
T —— e ———
nocaigentia » UA/14098/01/02 B
6. | Hata supobuiayvga: TpageHs 2023 p. .

|+ | BaTa 3aKiHueHHs TepMiHy

) ipuAaTHoetl: | 722025 . |

BMPOGNEHO,  BKMIOYAIOYM  MapKyBaHHs/MakyBaHHs  Ta
POBEAEHO KOHTpOrIb sikocTi Ha TOB dhipmi «Hosodapm-
BiocnHTes» 3a agpecoo: XKutommpebka obn.,

M. Hosorpag-Bonuucbkuia,

Byn. XXuTomupcbka, ByauHok, 38;

NiLeH3iA Ha BUPOBHULITRO NIKAPChKUX 3acobiB cepia AB

Ne578998; ceigouTeo Npo aTecTauilo disvKo-XimMiuHoT Ta
mikpobionorivHoi naBopatopin Ne104.

Hasea, agpeca Ta Homepu niueHsiit
8. | Bcix AinbHULL 3 BUPOBHMUTRA Ta
KOHTPONKW fIKOCTI:

' 9 Ceptudikatu BignosignocTi GMP
1 | Beix ginbunue, Hasenenux s n8: | M _ e
1 10. | PeayniTatu aHanigis: S HaBeneHi B Ceptudbikati aHanisy (gonartok 1.

36epiraTv B opuriHanbHj BUi Npw Temneparypi He

MiteHsisa Ha BupobHuLTEO N3 cepin AB Ne578998

11. | Komenrapi: 1 Buute 25 °C. Ok p P
36epiraty y Hen oMy _”_‘?fﬁ% icuf o
° ) * C \
e LTI RLE

... ]
i cmadir ons cepyT\eoR0eot npodyxuil Gynu

{ 3asBa npo ceptndikauito: Ljum nfdmeepdxyio, 1o eci 8UPO
3diticHeni 6 nosHill aidnoaidHocmi 3 euMozamuy, 3a3Haquumi§ umﬁ'_ 06i |3 BMP, sameepdxenit
Minicmepemaonm oxoporu s8opoe’s Yxpalyu, | 3 eumozamy pedbmpay «;g '00GkE, KREHU NPUSHEHEHNHS. i
| \¥ /"+ -*,5’.//;‘;
* W P LR N/
Cepist rotoBoi npopyxkuii CT020528 no3soneHa 6 peanigaiii-| \:\/\/‘\/

YnoesHoBaxeHa ocoba/

_BacTyRHmk avpekTopa a sikocti M a apl‘IIH(be(a O.A. : 15.06.2023 p.
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HaﬁMeHYBaHﬂH.ﬂ npo.qyxm

: HOBaKCOH, PO3uNH ANA iH exulﬁ 250 Mrfmn

Tho 4 mn y pnakorax Ne5

¥YmoBu 36epiraHns: 36epiratv B opuriHanbHi ynakosui npit Temneparypi He sawe 25°C.

MLl uhHL ‘ "v

A5 Na U
LKOHTPOMMD

98/01/02 Ta amim,

| Poamip Ta Tun NaKyBaHHs:
Homep cepil: | €CT020523 1 Poamp cepu ______ [ 59660 qmax e
| Auanis Buxouano :mnuo 3 MKﬂ J13 Ao Pl Nn UN14098!01!02 Ta 3Ml|-|
Pasynb'ra'ru ananiay:
Halimenysawwa | == PesynuTaTh
. noxasHuxie Bumorn HO " MeToM xou-rpomo ______ awanlay
. Onuc ' | Nposcpui SesBapprmti poa_\gﬂﬂ__._ _ |.3and, aiayanbuo Blgnoalgge
R B2 et AL ;
UuTukoniy HaTpilo Ha xpomatorpami BunpoGoeysaHoro posuuHy, | 3a n.2, oY,
OTpUMAaHIA y poafini KinbkicHe eusHaveHHs, | 2.2.29.
Yac yTpuMysaHHA nika yutukonivy Harplio Mae Bignoeinae
CniBMagaTm 3 YacoM  YTpUMYBaHHS  nika
LIMTUKONIHY HaTpil0 Ha XpoMarorpami po3vUHy
| . NOPIBHAHHS, N . N
. NposopicTs | Nikapcokuid 3a8ci6 mae BYTU Npo3opuM. 3an.3, 06, 221, | Bignosigae
KonbopogicTb Nikapcbknid 3aci0 mae OyTn GeabapsHum, 3and4, Aoy, 2.2.2, Binnosiaac
_ s memod I, _
_’ pH | BiaB.5 A0 TS, danb5 Aoy, 223 7.0
MeXaHiuni BKRIGYeHHS HeBunaumi yacriu: 3an.6, o
UacTkn 210 MM — He Ginsiwe 6000/dnakoH Aoy, 2.9.19,
YacTiu 225 MkM — He Ginble 800/dnakox; mMemod 1; | Bignosigae
Buaumi 4acTku: npakTudHo MaloTb ByTH
{ BigCYTHI, - APy, 29.20. Bianosigae
| CynposigHi - LiuTuauny - 5- moHodocaty — He '
LOMILLIKN Gmbme 0.2%; 0.02%
- 5- ypuaurdocgaTxoniH HaTpiio — He 3an7?, :
Ginbute 3.0%,; ooy, 2.2.29, | 0.46%
~ GyRb-fiKa iHLWa ACMIlLKa - He Ginbtue 0.2%:; <0.2%
i | - Cyma AOMilLOK — He Ginbwe 4.0%, | ot 0.4 %
O6'em, WO BUTAraeThCA He meHwe 4.0 mn 3an.g, . Bignosinae
' CTepunbHicTE NiKapCkViA 38GI6 Mae BYTH CTEPUNLHIAM. / <32 1.0,/ 00% 2.6.1. Crepunsnya
‘BaKkTepianbHi MeHwe 0.35 MO/mr % / 3a m‘l 0, m
eHROTOKEMHM | A i1 2:6.14) < 0.0875 MO/wr
KinsxicHe BusHaueHH: Mae Gy'ru Big 237.5 Mrimn po 262.5 MI’ Mﬂy A\
T~ n @E’Q 2{9.5 MI'IMJ'! )
Ynakoska BignoslgrogoMKA WSt T T /3 f Bignosigae
MapkysanHs _ B, noai.m-lo A0 aaraep.qxcauore TEKCTY M‘é\ Hs (Big 06 0@/2020 p.) |, Bianosinae
MpacbivHe odopmnents | BianosinHo 4o 3aTBepeHOro opuriHan- qsum.tel cAVHIA apTOMAaTHU30-
| ynaKoBKu | _BaHil iHcbopmaLyiaHii cuctemi Jepxnikcnyn Kgmm@ (‘!m i Big 18.06.2021 p.)
.TepMiH RpKAaaTHOCTI: 2 poku, Bo: 05.2025 p.

- /3 W/w, 2023 p.



http://www.tcpdf.org

