*Ha kopnopatusHomy Gnasky kommnanii Keennia ®apmaceioTikanc AnC* Ty |1

Ceprugikar ananizy Ne

1. | Hasea npoaykry KOJIICTHH 3EHTIBA
Kpaiha supoGHuLTEa
2. i
{noexul umk) Hauis
| I i i !
3. ;o-mgp’ peecTpauiiinoro  esinoursa B | o UA/L5525/01/02
KpaiHi
S 1 daakou  MicTHTL: KOJNCTHMETATY  HaTplio,
4| Cuna aii crepunstioro 2 000 000 MO
S. | Jlicapeeka opma IOPOLLIOK AN pO3umMHy AN iK' exuiil abo indysii
6. | Poswip Ta tun naxysanus no 10 . (PAaKoHIE 3 MNOPOWKOM B KAPTOHHIH
KopoOui
” Homep cepil 3173348
| Posmip cepit 2502 yn.
8. | Koa npoaykry 1201455159
9. | Aara supobHuiTea 03/2024
10 | Jara sakiuueHns Tepminy npuaoatnocTi 0272027
. | Hazea, anpeca ta Homep niuensii wa | Kcennia ®apmackiorikanc AnC, Hanis
BHPOOHHIITBO supobHuKa, | Rancnenacrazge 11, 2300 Konenraren C, Jdania
BIANORIAANBHOTO 38 BUNYCK AIKAPELKOrO
3acody B obir Jlizenais na BupoGHrnTRO Ne 103341
12. | Homep ceprudiikaty HBIT DK H 10000312
13. | PesyabraTt aHanizy JHB, Tabanitio nmkye




*Ha Kopriopatusiomy Gnanky komranii Keennia (dapmacetoTikanc AnC*

PesynwraTn ananisy

Hapamerp, siienii

OT Mi giMiTH B3V )
P ——— Jonyeruati gim Pesvnntarn
Oune [opowok Ginoro uu maiike Ginoro | Biamoeinac

KOllbOpY, posdacosanuii y Gesbapewi

(hnakonn 3 GAINO-ANOBHM KOBNAYKOM
flip-off

IEHTHOIKALTA

Koaicrun (THIX)

[ToBHHEH BUKOHYBATHCS

Binrosinae

Dopaansierin Mosniten BrkonyBaTHCA Binnozinae
Cyandarn [ToBuien BHKOHYBATUCS Binnosinae
Harpiii [Topuren BuKoHYBaTHES Biamorigae

TEXHOJOITYHI BEMOI'H

Oxanopianiers macn

floBunen sHKOHYBaTHEA

Binnosinae

Cepeann Maca 160 mr Binnosinae
Hac sigurosaenns posvnmny He Giablue 8 xpHnuH Biamnosinae
Mexanini proogenns: Z 10 mim: ve Giane 6000/gaakon Binmosinac

HEBILMI GACTRE

2 25 mim: He Oiasiue 600/¢Grakou

Mexaniuai BRMOICHHE IMpaktruno  BinsHi  8ig  sraoumux | Binosinae
RIANMI 9aCTRI HACTOK

OanopiasieTh josonanmix [Mosuren BHKOMYBATHCS Binnosinae
OJMITEEE IR

BHITPOEYBAHHA HA YHCTOTY

[Ipozopicrs pozunny Ob’eqnannii  smicr 3-x  ¢makonis, | Binnoeinae

KOWKEH 3 SIKHX pO3HUHEHHH B 3 MA
BOIEH, NMOBHHECH 6yTH Apo3apPHM
PO3UHHOM

pH

6,5—8,5

Biauunii Koaicrun

< erasonnol cyenensiy 1

T
N

Brpuari B maci npn ereymysani

He Ginbwe 3,0 %

Crepnaesnicrs

MosuHen OyTH cTepunbHIM

R

Bignoeinae

barTepiaanii engoTokeH N

He Binswe 2,0 OFE/mr aktusHocTi

Binnosigae
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Mapamern, sicrrii .. )
S —— Honyeruni nimirn PeavawtaTi
Craan (BEPX)
El-1 (RRT 0.38) 3,0-9,8% 7,7 %
E1-2 (RRT 0.66) 1,6-4,6% 33%
E2-1 (RRT 0.71) 0,4-29% 1,3%
E1-3 (RRT 1.00) 3.9-149% 7.9 %
E1-4 (RRT L47) 1,9-9,1 % 4.5 %
EI-5 (RRT 1.73) 2,1 -6,6% 3.5%
E1-6 (RRT 2.37) 0,7-75% 3.5%
I£1-7 (RRT 2.61) L1-35% 22%
Cyna CYmyTHIX tikis | He menwe 77,0 % 80,3 %
komnonenrie E1 ta E2
Oammruni  weenenudiuani  nixy, | He Ginbwe 2,0% 1,0 %
ari ue BignocsTeen a0 E1 CMS
i B2 CMS
Cyma neizenrndiosannx nixis | He Sinswe 4,5 % 4,5%
Kianricwe wisnastewnst | Cepeaniit emicr  duaxkona  nopuuien | Binnosinae
Mixpodionoricninn aeroiom cknagari | 980 000 — 2 200 000 MO
KonicTHMeTaTy HaTpiio, Wo pinnosifae
99.0 % — 110 % i zasHaveHoro wa
YTIAKOBLI
14. { 3asisa wrojo ceprudikauii v NIATBEPAKYIO, Lo BHILEBHKIIBASHA
inpopmatis  aptenTHsHa i Bipua. Jlawa cepis
npenapaty BupoOneHa (BKAIOHAKMH YNaKOBKY /
MapKYBAMHSA T4 KOHTPOJL AKQCTI) BHIUEBRAIAMHM
BUPOOHMKOM y MOBHIM BixnosigHocTi 3 BUMOTamMy
GMP noxaneHoro perynaTopHOro opraiy Ta 10
3aTBEpMKEHNN eneundikauiii po  peeerpaiiiinoro
mocsiitenna  kpatuu-inmoprepa. Hoxkysenrtauis 3
BHPOSHULTBA  cepil. NAKYBaHUS Ta TECTYRAHHSA
nepeRipeHa, Ta BCTAHOBAeHa W BianosijMicTs
sumoram GMP.
15, | Isr'st Ta nocaga acoGu, Bignoeigansnol | Hetinan Ozdexip Arcoti
3a BIHIYCK cepii B ofir
YroeHoBaKEHA 0coba
16. | lipnuc 0(5-(.)6]1," pignosiganwuol 3a Inidmue!
BHREYCK cepil B oGir
17. ¢ Hara nignney 16.08.2024




