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CEPTUDIKAT CEPIi Ne 2022-15.1/121

HEBUAWMI Yacmsu

Hakimenysanns IHOJIAMIH Homep cepil: 21045001
POAVKLLT: i
Jlikapeeka dopma: po3dHH Anx iw'exuiif 10w/ i
Peccrpauifine PI1I Ne UA/16007/01/01 ¢ dic ne o6mexnceno) Posmip cepii 10328
NOCBII4EHHA: {yn.. wt. Ta ynakosox Ne 5
Kpaina-supoOuss:  Vepaiva . limy
Cnna piifakmanicts: | amiyna (1.5 Ma) posunsy MicTuts: 15 a2 Meaokcuxavy. | Jlata YCPBCHR
o _supolunusa: 2022 p
Buna 1 posmip Io 1,5 ma B amnyni; no 5 amnyn y Gaicrepiz 110 1 | Jlava sakin-
VIIAKOBKH: baicrepy & nauni. | HcHHA TepMiny 06 2024
- | NIpUAATHOCT
Hatimenysannn | S Bl e L S ~Meroankn | Pesyanraru
_ mokmsamka | P i womTpoare |
Ipozopui,
Onne I1po3opHii, KOBTHIT 3 3€78HUM BiITIHKOM PO2YHH. 3an. 1 MKA. ;xon'm_ﬁ 3 sene-
Bizvaneno. HUM BiATIHKOM
posuuM.
InenTudicauin Ha xpomatorpami sunpoGosyearoro posamny. otpumaniii | 3a n. 2 MKA. '
Menoxcuxamy NpH KiABKICHOMY BH3HAYCHHI, YaC YTPHMYBaHHA OCHOBHOTO | JIDY, 2.2.29,
MIKY MENOKCHKAMY NMOBMHEH CRIBNAZATH 3 4acoM yrpumy- | Meron BEPX. | Burpumye
BAHHH OCHOBHOIO NIKY MENOKCHKAMY Ha XpoMaTorpami pos- |
R YHHY NOPIBHAHNS 3. - L
Tpenapar mac GyTv 1po3opus y nopisxaHHi 3 éodow P abo | 3am. 3 MKA.
Hpoiopicry HOTO KanaMyTHICTh HE NOBMHHA NEPERULIYBATH KanaMyTHO- | IOV, 2.2 1. Mposopuii
¢Ti eTanony L. R
Ha momenm [ HTpomszom mepminy
pH - BURYCKY: | npUdAmHOCmi: B3an. 4 MK | g5
Ot 8,4 10 8,9. O 8.2 10 8.9. by, 223,
Hua somenm Hpomsizost mepminy 3an. 5 MKA.
BUHYVCKY! NPUIAMHOCIE! HbY, 22,29,
Homiutku B - Homiwkn B — Metoa BEPX. | Jomimxu B:
He Giaeine 0,2 %:; He Ginbuie 0.3 %; 0,014%
Homimku A, C. D - Momimkn A, C, D~ Homixu A, C,
Bl _: "e 6labwe 0,5%. He Gineiue 0.5%. D - piacyThi |
AOMimIKH S . 5o e |
; Byab-axkof ituoi necneundi- | Byau-saxol imwol wecneuu- i
| uHOT foMillikn — He 6inwine | diunoi aoMmiluky — :
| 0.2%. ie Ginpue 0,2%. 0.021 % !
| CymapHo aomiwox — CymapHo 0Milok —
He Hisiue 1,0 %. He Ginnine 1,0 %. 0,04% ,
I
06’em, o 3an. 6 MICA.
BHTHATRCTLCH He menwe 1,5 ma. Y, 29.17. Burpusmye
Mexaniuni 458 4acTok > 10 mkm — ne Giasie 6000 8 aMnyai; 3an. 7 MKAL
BRJIWYMCHHA: AAR HACTOK > 25 MKM — He Giaswe 600 & amiyi.




Hadimenysanna npogykuii:
Jlikapceka dropma:

IH®JIAMIH 21045001

Homep cepit:

O3UHH 8 i ek 10 mr/ma

. . : : : : —
:_H":::;zz:;"“ : Bumorn cuenudixanii i?::::; ___.Pe:;y,nbram !
: Mexaniuni Mac OyTH NPAKTHYHO BiIbHUM Bifl UACTOK. 3an. 8 MKJL |
| BRAIOMEHHN: JIDY.2.9.20. | Burpumyc
|sudumivacmey | ; ?
CrepniasHicTs Mae Gy11 CTepHALHUM a3 MIGH: | Crepunbhaui
- SR d— APy, 26.1. | - _
Raxreplaxiul I"parmuunii pmict engoTORCHHIB ~ Mernue 230 MO/ sa1. 10 MKA. | Menme
CHAOTOKCHHM . e L DY, 2.6.14. | 230 MO/
| Kiskricue 3an. 11 MKSL |
| BHIHAYCHHU Bin 9.5 mi/mu 10 105 mr/ma, JDY,2.229. | 10,0 mr/ma
i Meaoxcuramy o - Meron BEPX. |
— e
| ¥nakoeka Biznosiano no MKSI.
MapkyBanus BianosiiHo 10 32 TREPAKEHOIO TEKCTY MAPKYBARKN (6id 23.12.2021 PJ
I pugisne BinnoginHo 10 3aTrepKeHHX OPHIiHAI-MAKETIB, PO3MIIUCHHX B CAMHIH ABTOMATHIOBAHIMH iH- |
SO phcsmig dopmauiiiniii cucremi Jlepxknikeayntu Yipainu (aununit sig 01.02.2022 p)
YHAKOBKH -
KOMEHTAPI VYmoeH 20epiraHns: B :
| 36epiraTi y 3aXHIIEHOMY Bifl COMSMHOIO CBITHIa Micwi 1pu Temneparypi He suute 25°C. i

| Buxonaseus:

Hauannmax BKS:

M.1.6. Cuapnosa L.C. | Hara 21.07.2022p |

 TLLB. Koporkux 0.0.

Tara =
AL LS, AOAL

3aspa npo ceprudikauiio: Lium 1 3acsiguyio. wo Hasegena suiie indopmanis € m}cmnip—é{
HOIO Ta TO4HOW0. Lio cepito npoaykuii 6y:10 BHPoBiIeHO (BKIK4aKYH NAKYBAHNS Ta MapKy-

BaHusA) Ta NPOBCACHO KOHTPOAD i AKOCTI HA HMKYE BKA3AHIN AlbHMLI y nOBHIH BiANOBiAHO-
cTi 3 Bumoramn GMP, scranornesmu Micuesim PErYARTOPHHM OPTAHOM, 3FIIHO 3 YHHHHM
3AKOHOJABCTROM YKPaiHH, a TAKOK BIANOBIAHO j10 crieuudikauiii, wo Micrarves ¥ peecTpa-
HIHHOMY 10Cke . [TPOTOKOMM BUPOCHUIITBA, ITAKYBAIIHA T4 AHAI31B Oy/10 neperssHyTo Ta BeTa-
HOBRJACHO BLNMOBIAHICTE GMP.

Cepia roTosoi npoayruii 21045001 sianosinae Bumoram MK JI3 3i Iminavy ( Haxas No753
6i0 05.05.2022) po Peccrpaniiinoro nocsizuenns PIT Ne UA/16007/01/01 ta ro3sonsiernea g0 7" "

pea.tizanii.

~

ocoba:

YnosHoBaKEHA

-
|

ILLB. Timucaxo H.B.

BupoGuinya ginshnun. Aapeca: 61115 Ykpaina, Xaprischka 0Gn.. Micte Xapkis, nyamis Cesepuna loToiskoro,
Jlinensis: cepis AB Ne 501336 iz 08.02.2011 p. e
Crinourso npo atecrauizo BKS Ne 337 sin 09.03.2017 B (srano Jleprannolo cayxdos Y kpaiiin (ADCL i
32 HAPKOTHEKAMH)

Ceprugixar GMP 019/2020/GMP pia 23.03.2020 p, (suaannii HAepaston eavaboio Yrpain

HAPKOTHKAMH )
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