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CEPTH®IKAT AHAJI3Y D
KFPECTOP 20 mr, 28 TaGrerok 8
(rabnericu, BRPETE ﬁniakenom 000/I0HKOI0, aKTHBHIiCTE: 20 Mr) . @\
no 14 TﬁﬁﬂrTOK B OjricTepi; mo 2 duricTepa B KapTOHHIlH KopoOui t\,"‘“
AKTHBHa PeYOEHHA: PO3ydacTaTHH KaJablin (20 Mr posyBacTaTHHa)
Homep cepii | RP750
Jlara supobHANTEA 23 sxosTHH 2020
Hata 3aKiH4eHHS CTPOKY HpHIaTHoct 30 Bepecns: 2023
Homep nirensii Ha BUPOOHHLITEO (M [A) 17901
Homep peectpalifinoro no¢siguenns UA/3772/01/02
BUITPOEYBAHHA KERUTEPI NIPUMHATHOCTI PE3YJBTAT
Onuc (BisyansHuii anamiz) Pojxera, BKpUTa IUTIBKOBOIO 00ONOHKOIO, KPYyLia, Binmnosinae
mscgonyma, mpubmusHo 9,1 MM (miameTp); BUrpasitopana
TalrieTKa; Ha MHITBOBIH cTopoHi «ZD4522 20,
Ha[3BOPOTHIl cTOpOHI HiYOrO.
Posunnenns (X = 75% gin Bianosizae

3HAY€HHS, 3a3HAYEHOr0 HA
eTukerui) (BEPX)

Bmicr ZD4522

merogoM BEPX ‘
(B nepepaxyHky Ha ZD4522
BiIBHY KHCI0TY)

InenTudirkanis, (BEPX)

feow | 150 & 110%

Cipnig 1: BUMOrd BRAXXAIOTECA BHKOHAHHUMH, SKIIO IS
KoEHO'l' 3 6 BUNPoOOBYBaHUX TAONETOK PO3YHHEHHS Uepe3
30|xBwiMH He MeHIne, Hix X + 5.

Capnis 2: TecTyroTh 10AaTKOBO 6 TabneToK. Brmorn
BBfKAIOTHCSA BHKOHAHAMH, SKILO CePe/IHE 3HAYSHHS
popuuneHHs yia 12 tabnerok Ginbiie abo aopisuioe X, a
TaPIISTKH 3 POIUMHEHHIM MeHIle, Hix X-15 uepes 30
XBJUIHH BiACYTHI.

Cranin 3: TecTyroTs momatkoBo 12 tabnetok. Bumorn
BB{KAIOTHCA BUKOHAHUMI, AKILO CEPEAHE 3HAUCHHS
popuunenns i 24 tabnerok Ginblie abo fopisHoe X;
pOBUKHEHHA He OinbIne 2 TadieTok MeHe, Hix X-15, a
TapeTKa 3 PO3UHHEHHAM MeHIIe, Hix X-25 gepes 30
MHH BIACYTHAL.

956 - 105% Bijz 38sBIEHOTO BMICTY
1940 - 21,0 mr/TabreTka

Bilnroeigae 3aTeepkeHOMY BHIPOOYBaHHIO

20,4 mr/rabneTka

Bianosinae




Actpa3eneka FOK Jimirex -

Cinx Poan Biznec Ilapx Mawwcacding - Hewsup - Benuxa Bpuranin- SK10 2NA
Ten.: + 44 (0) 1625 582828 Dakc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJII3Y
KPECTOP 20 mr, 28 Tadaerok

(TabiteTiki, BKPHTI MIIIBKOBOK 000JI0HK0I0, AKTHBHICTE: 20 MT)
1o 14 rabdaerok B 6aicrepi; mo 2 Giricrepa B KAPTOHHIH Kopo&i
AKTHBHA pe10BHHA: PO3yBACTaTHH Kaabuia (20 Mr posyBacTaTHHA)

Howmep cepii

RP750
Hara BupoOHHIITBA ¥ woprme T
Jara 3aKiHYEeHHS CTPOKY [IPHAATHOCTI 30 Bepecust 2023
Homep ninensii 5a Bupobuunreo (MIA) 17901
Homep peecTpalliffHOro MoCBiueH s UA/3772/01/02
BUIMPOBYBAHHA KPUTEPII MPUHHATHOCTI

OnnopinHicTs BMicTy
(Y@ metogom )

Bmicr Boan (Kapna ®iwepa
KYJNOMETPHYHA THTPeMeTpin)

IpoaykTu gerpagauii
(BEPX)

- ZD4522 B2

- ZD4522 (3R, 58) JlakroH

- Hecnieundixorani npogyktn
erpananii

- Cyma Bcix npoaykris
Aerpapanii

MikpoGiosoriaamii
KOHTpOJb

- 3araapHe HUCHo DakTepiit
- 3arabHa KinekicTb rpubis
- E coli

Inentudikauis saniza(lIl) oxcnaa

Inentudixauis Turana piokenna

Cragis 1: BAMora BBa)KacThesd BUKOHAHO, SKIIO KoxHa 3 10
BHTIPOGOBYBaHHX TabJIETOK He BUXOLWTE 32 MEXI AianasoHy Bij
85,C % mo 115,0 % Bix 3asenenoro emicty i BCB, % (n = 10)
cknarae 6,0 % abo menuie.

Crania 2: Tecryrore nomatkoBo 20 Tabmerok. Bumorn
BB@)KAIOTBCA BUKOHAHUMHM, AKINO He OiUtemme uix 1 3 30
TabneTok BHXOIMTH 33 Mexi miamazony Bix 85,0 % o 115,0 %
Bil 3a4BNI€HOr0 BMICTY, Hi | TabneTka He TIOBMHHA BUXOMWTH 32
Mexi alamasony i 75,0 % mo 125,0 % i BCB, % (n = 30) ne
TIOBMHHO TiepeBHIIyRaTH 7,8 Y.

< 5,5 % mo maci

<0,6 % 1o maci
<0,2 % no maci
< 0,2 % mo maci

< 0,8 % mo maci

<1000 KYO/r-
<100 KVO/r
Bigcyrni

TTo3uTHBHA

TTo3uTHBHA

2 BOguUazellsy
&

PE3YJIBTAT

Bianogigae

4,6 % no maci

0,1% no maci
<0,1% no maci
0,0 % no maci

0,1% mno maci

TecT He npoBoAUBCS
TecT He MPOROAMBCA
TecT He MPOBOIMBCA

Tect He npoBoaMBCS

TecT He npoBoIUBECSH




Acrpa3enera IOK Jlimiren -
Cink Poaa bisuec Ilapk- Makkacding - Yemup - Benuxa Bputanis- SK10 2NA
Ten.: + 44 (0) 1625 582828 Mawe.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJII3Y
KPECTOP 20 mr, 28 TadneTok
(Tabnerku, BKpUTI IIIBKOBOIO 000/10HK010, aKTHBHICTH: 20 Mr)
no 14 Tabnerok B Guicrepi; mo 2 GicTepa B KapTOHHII KOpoOIi
AKTHBHA Pe4OBHHA: PO3YBACTATHH Kaabmis (20 Mr posysacTaTHHA)

7 EO2UdZBIISY
&

Homep cepii RP750

Hara BupoCHuITEA 23 sxoBTHS 2020

Jlata 3aKiH9eHHS CTPOKY NPHIAATHOCTI 30 Bepecns 2023

Homep ninensii Ha Bupodnuiree (MIA) 17901

Homep peectpariiiiHoro mocsigdenns UA/3772/01/02
BHUITPOBYBAHHSI KPHUTEPII IPUHHATHOCTI PE3YJIbTAT

Kpaina noxomxenusn: ITyepro Piko/CIIA

Bupotuaux “in-bulk”:

AHITEp ®apmackiotukanc [uxk.,

Kapp 188 Jlore 17, Can Icinopo Inpactpian Ilapk, n/c 1624, Kanosauac, ITyepro Piko, 00729, CLIIA
GMP: UK GMP 15822 Insp GMP 15822/12983-0004

Bupobuuk, BixnosigaapHui 3a NaKyBaHH, KOHTPOJIb TA BUOYCK cepil:

Actpa3enexa FOK Jlimiten, Cink Poaa bizuec [Tapk, Makkicding, SK10 2NA, Bennka Bpuranis
MIA: UK MIA 17901

GMP : UK MIA4 17901 Insp GMP 17901/10117-0039

KinbkicTn: 17745
HJara sanycky: 08 mororo 2021

3axiiouHe MOJI0XKEeHH:

Janum migTBEpMKYIO, 110 BHIIEBKa3aHa indopmauis € 0CTOBIPHO i NpaBrIbHOIO. JlaHa cepis 6yna BUrOTOBIEHE,
BKIIOYAI0UH YIAKOBKY/MapKyBaHHS i KOHTPOJIL AKOCTI, B IIOBHIl BimoBiAHOCTI 3 BUMoramMu GMP nokansHoro
peryJiTopHOTO Oprany Ta 3rifHo cnemmdikalii peecTpauifinoro nocke kpainu iMnoprepa. Cepiifie BUpOGHHLITBO
Td MPOTOKO/IM aHaNi3y MepeBipeHi 1 BCTAHOBNEHO, IO BOHH BiANOBiAal0TsH BUMoramM GMP.

Mignucano /ninmuc/ Hara: 29 6epe3ns 2021
HeBin O.B. [lxeiimcor  (MeHemxkep 3 3a0e3neueHHs SKOCTI)
YnosHoBa¥eHa ocoba
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JIEPKJIIKCITYXKBA
JEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBChKIi OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kog €EJIPTIOY 37078774

BUCHOBOK

Npo AKICTh BBE3€HOro B Y KpaiHy JiKapchbKoro 3acody

25.05.2021 Ne 26364/21/10

KPECTOP

(HaliMeHyBaHHS NiKapCLKOro 3acofy 3riAHo 3 peecTpatiiHMM NOCBIAYCHHAM)
Ta0JIETKH, BKPHTI IJIIBKOBOI0 000,10HK010, 110 20 Mr; o 14 TadueTok y Oaicrepi; mo 2
OJsricTepH B KapTOHHII KOpoOLi

(thopma BHNYCKY, A03YBAHHA, BUI NAKYBAHHA JIKapCLKOTO 3acoly)
Homep peectpauiiinoro nocsingenns UA/3772/01/02 crpok aii peecrpauiiinoro nocsinuenna 01.01.2099
Cepis nikapcskoro 3acoby Ne RP750 KinskicTh BBE3€HOTO Jiikapchkoro 3acody 1350

BupoGHHK Actpa3eneka IOK Jlimiten, Benuka bpuranis

(HaliMcHyBaHHA BUPOOHMKA JIIKAPCLKOro 3aco0y, KpaiHa NOXOKeHHR)

BBeseHo B YkpaiHy CninbHe YKPaiHChKO0-eCTOHChKE MiAnpHeMCTBO y hopMi ToBapHCTBA
3 o0MexxeHO010 BignosinaabHicTio ""OnriMa-®apm, JITHA", inenr. koa:
21642228

(HaiimenyBanHa Ta koj 3a EAPIIOY opunn4dnoi ocobu abo npiseuile, im's, no 6arekosi diznutol
0co0H - MiANPHEMLSA, IT MiCLe MPOXKHBAHHA Ta peccTpauifiHni HoMep 06AIKOBOT KAPTKH MIaTHHKA
nojarkis abo cepis Ta HOMep macropTa)

Ipotokoa BisyanbHoro kourpomio Bia 17.05.2021 Ne 1559/18.

3a pesyJbTataMH EpKABHOTO KOHTPONIO BCTAHOBIEHO, nikapcbKHi 3acid Bee3eHO B YKpaiHy 3

JOTPHMAHHAM BUMOT 3aKOHOAABCTBA L1010 3a0e3neyeHHs MKOCTI JikapChbKHX 3ac00iB.
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