¢hbgenepharm

NPOAYKT: ECUMTOOAP ta6nerky, L10 AMCNEPrYIOTECA B pOTOBINA
NOPOKHMHI, o 20 mr, N230

Homep cepii: 240874
Homep nepoadpacosano’ cepii: 240842

Kinukicrs; 14676 ynakosok fata sakivuenns Tepminy npnaatHocti : 03/2027

AaTta Bupobuuytea: 03/2024 Aara ynakoBkw: 17/04/2024 _

BupoGHuyl incTpykuil (kop/Be cisty: MI-C-1045/epcis: 11 et Kuji 2 ynakosku (koa/eepcin): MI-C-2663/Bepcin: 01
INbHUUA BUPOSHNLTES : JIDKEMEDAPM C.A. '

Ainvhuua kouTpomo axocri: AXKEHEGAPM C.A.

AjneHuuna ynakosku: JXKEHE®APM C.A.

Cneuvdikauiz No.: PCR-0069 PPer. gox.: PRI 01098 -
CEPTUDIKAT AHANI3Y
TECTU METOAN _ CMELMOIKALIA _ PE3YABLTATH
Onuc ' TTIMETZ Tabnerky sig Ginoro a6 maknce Ginoro HeAbOPY, Kpyraoi | Bignosigac
Eopmu 3 NNOCKOIC HOBRPXHEI, 3§ CHOEHWMY Kpasmu |
. rpasiroBaniam «20x 3 oaHoro Boxy
Alamerp TM-1813 12,0 ram £ 0.2 iy 12,1 mm
InenTidixanin TM-1876
Yo Bianosinae crangapry Bignosigae
BEPX Bianosigae cranaapry Bignonipae
Buricr BogH TM-T814 < 6% 4,2%
Cepeann maca T™M-1815 440 mr £ 3% 441 r
Poznaganus TM-1817 < 90 cex 22 cex
Poaunneritin TM-1821 Q:=80% za 15 xBUnuK 98.0 %
Opsoplianicrs fozosanmx OAUHULb TM-7821 Bianosigae Ph, Eur. 2.9,40 3a OAHOPIRHICTIO Ac3yBAHHS Bipnobigac
Kinokicne sussaucnun TM-1320 95,0-105.0% 99,7%
Cynposiani aomiuxn TM-1822
luranonpasy gGomiuka A 50,3% 0,02%
Hnradonpamy soomitka B £0,5% 0,04%
Unranonpakiy aoomimixa € £0,5% 0,11%
Uuranonpamy poemiwiks B 0,2% 0,03%
Kowmna neinenrudiconaita gomiura <0,2% ' 0,08%
Cyma Aomiuok £2,0% 0.32%
Linm = nigraepaucyro, mo Hasegeda Indopmauin € ADCTORIpHOIO Ta TouHDIO, LiA cepis NPOAYKTY 6YNa BUTOYOBMGHA, BKAOYAIOUMN ynakosy
T8 KOHTPOJIb AKOCT Ha BUIWEIrafaRX AmBHMUAX, WO noeHicTio BignoBRigA0TL BMMoram GMP €C 1a smicesore peryniciouoro oprauy Ta
cReundikaiam  Peectpanliinoro Aocee abo pocse cneymdikayii MPOAYKTY Ans pocnipkyRaHMx nikapcukux 3acobis. 3amwcew nol

BUPOBHULTBY, ynakoesui ta ananiay cepil, aKk ye 3acTocoBaNo, Gynu neperaAsuyri Ta BMABACGHO, 4G BOHK esignosigarors GMP, Byab-nki
BigXUAeHHA oiHora AN BignoeigHo o BHYTPIUIHIX BCTAHOBAGHNX npoueayp axocrt,

AATA: 3ATBEPZDKEHO (Men eAen KOHTPOMO ARGCTI):
14.05.2024

Hikonac pasoc

| Maricrp xiraif

MeHezxep KonTpoa ARDCT
¥nosHopameHa ocoba

AKEHEDAPM C.A,

18™ Km, Mepesonoc Ane

153 51 Manninl

Ipeyls

Ten.; {+30.210) 60.39.336
Bare; (+30.210) 60.35.402
E-mali: mﬁqmm;m.com
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Ceptudikar signosigHocri cepii

(NigTBepAXKerHa IrAHO 3 YHHUM HAoaarkom 16 EU GMP-Guide)

Nlikapcbka popma: TABAETHY, WO AVCMEPIYIOTLCA B POTORIA
Hazma npogywry: ECLMTOHAP OPOXHM L
Cuna 4iT / acrvenicrs: 20 mr Kop npoayiry; 02-ESSHODOOZ0UAD30
Homep cepit; 240874 Homep Hepospacosanol cepii: 240842 Pozmip / xun ynakoskw: BT X 30 BL2 X 15
Bara sainuents Tepminy npuasTHOCH: 03/2027 ara BupobGHvyTea: (3/2024
Bupobuuui incrpywuii (kop/Bepcin): MI-C-1045/pepcin: 11 Incrpykuii = ynaxosun (kog/sepcia): MI-C-2663/Bepcin: 01
Kpaina iMnopry: YKPATHA N9: UA/20347 /01707 (29/01/2024)
Jara/ibHa KinbKicrs sunymeHnx oanHuLL: 14676 ynakoraok Kinokicrs apxienux spagkie: § ynakosox
Hgoprauia no Ad):
Homep cepii GSA: 23050058 Homep cepii nocravanchuka: 5689-22-020M
Hazea: HUAHAI PHARMACEUTICAL Co., LTD Anpeca; XUNGIAO, LINHAI ZHENANG 317023, CHINA
lagopmania npo ainbrvure BUpOGHKHLTEa:
Hazea: JXKEHEDAPM C.A. Anpeca: 18 km Mepeacsoc AseHio
- ‘ 15351 [Mannini, Mpeuis
Hiuensin NS: 0000000073/23/1 Ceprudixar GMP N2: 115156/5.12-2022
IM’s 12 nocaga Yosuosanenof ocosi, nxa sgificHioe sunyck cepty, H- Ipasoc
HKLLO 33CYOCORAHD Menesskep kontpons Akocri, Yroanonaens Ocola
__upopmauin npo gisckuo ynakosxm
Hasea: BXKEHE®APM C.A, Anpeca: 18 kxm Mepeszonoc Arenio
15351 Danniui, Fpeuin
Aigerzin NS: 0000000073/23/1 Ceprudikar GMP N 115156/5-12-2022
IM'A T8 nocana Ynowkosaenoi ocobin, axa saifienios Bunyck cepii, [H- Tparoc
AKUIO 3ACTUCOBHO Menegsep KOHTpOAID FKOCTI, YnonHoBaseHa Ocaba
ludopmania npo AVILHVLIO TeCTYBAHHA:
Hazea: [DKEHEDAPM C.A. Anpeca: 18 kw Mepesouoc AseHlo
' 15351 Nanrnini, Mpeyin ]
Mliuensin No,: 00000000737/23/1 [Ceprmmgikar GMP N: 115156/5-12-2022
, " . _. H. Fpasac
Iv'ss Ta nocaga Ynosrosameno! ocobis, axa aaiiicioe Bunyck ceph,
AKILO 33CTECORHD MeHemiep koutpomo sxocri, ¥.0.
Aoenlaennun Bigxunenn cepii:
Hosepm Biaxunesn: Bupiieno
Tak E} _‘ Hi[j l He 3acTocosano
Kowrpons smin Nogu):
3ailicHenns koHTpomG 3Mikm no Wi naprii {repusa napris, . Tax D Hi D ‘ He 3acrocosano
Ha Avy BrAMEac SMika)
{ Komenrapi: xog xomicii (a0 BUMaracTeCy ta Bippisuacthcn Bl4 KOAY NPoAYKTY): He 33CTOCOBAHO

Lum zaceiguyio aigrsepaxyio D, o Hanepexa indopmauin ¢ AOCTOBINHOO Ta TOUHDIO, Buuiesragawa napria TOBHPY BATOTOBMEHA,
BIIHOUAOUH YNAKOBKY Ta KOHTROAL axocTl Ha BULIEIrAZaHUX AiNbHUUAX, ¥ NOBHIA BignesigHocti go Bumor GMP €C 1a micyesoro
PErYAKMOUOrS Oprany, girouol Texwiumoi yrogu misk Nocravansuukom KOoHTpaKTy / MAH 1a AxeHnedapm CA, ta 3i cnegudivaninmu B
Peecrpauiiitomy aocee, HafaHomy eignosigHomy Bracuuky goamony ma fpopan (MAH) / Mocravasawumky woHTpaxty {CG), Ak
3ATBEPAKEHO TepuTOplansHuMK perymotounmn opraxamu abo gocke cneundikauii NPOAYKTY AAS BOCAIAMYBINUMX niKapcskux zacobia,
Bynu pasrarnyTi zanney fipo snpobHuyrso, YRAROBKY Ta aHanis cepil 1a suanneno, 10 BoHK signosigmors GMP €C. Onue,

Cepin Bunyckaetoes gns BignpasneHHa

Cepis ceprndivorana ARR BUNYCKY Ha Opoaaxk
Gepyun go yearn mo:
- MAH/LG Hece Bignosigansuicrs 3a TPEHCAOPTYRAHHA NPOAYRTY TAKWAM MMHOM, AKMH He BILAMBAE HeraTueHo Ha Roro axicrs | Nosnken
cYBepo Bignoainetv sumoram GDP.
= MAH/CG nece signosigasshicrs 3a 3aBAHTANEHHA KaHWX YNakoBKH fika PCBRIMX 30c06iB Ha Epponefichunii xab A6 nepegaui sikapcukoro
3acaby Ha ToBapHuiA cknap {y pazi, aKino Aikapcbkuii 3ac6 rAapMOHIZ0BEND 3 perfameHTON 20162161).

Hikonac Mpasoc
¥nouHogamena ocoba; Maricrp ximit Aara...16.05.2024..... THANMC. . cooeeree e

MeHemxep HoHTpOMO arocT
YnosHoeameHa ocoba

AOKEHEGAPM C.A.
18" Km. Mepeaonoc Ane
153 51 Mansini
Fpeuin
Ten:  (+30.210)  €0.39.33%
Cawe:  (+30.210)  60.39.402
E-mail: Info@denepharizcom




