NEPKABHA CJYXKBA 3 JIKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
YV JHINMPONETPOBCHKIH OBJACTI

ITninpo, ni1.CoGopHa,4, k. 601-605, 49005, Ten. (066)34541 71
E-mail: dls.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK _
Npo sIKicTh BBE3eHOro B Y KpaiHy JiKapepbKoOro 3acoly
23.07.2024 Ne 37126/24/0411
CAPOTEH

(HaliMeHYBaHHA NIKaPCLKOTO 3ac00Y 3TiHO 3 peecTpallifiHUM 0CBINMCHHAM)
Tab1eTKu, BKPUTI ILTiIBKOBOIO 06010HKOI0, 110 25 Mr no 100 Tabaeroxy KoHTeiHepi; mo 1
KOHTei{Hepy B KApTOHHII KopobGui

{((hopMa BUIIYCKY, O3YBAKHS, BUA NaKYBAHHA NiKapebLKOro 3acoby)

Homep peectpauitivoro nocsizuenns UA/2207/01/02 crpox aii peectpauiiiHoro nocsizyenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 2797892 KinskicTs BBE3eHOTO nikapebkoro sacoby 360
BupoGHuK X. Jlyun6ex A/C , lanis
{HaliMeHyBaHH BUPOBHUKA AiKaperkoro 3acoly. kpaiHa NOXOAKEHHA)
BeeseHo B Vipainy ToBapucTeo 3 06Mesenolo Bianosizanesictio "baJIM", inent. kon:
31816235

(HaiimenyBanns Ta ko 3a EAPTIOY opuananoi ocobu aGo npizeuue, iM'9. N0 5aThKOBI
diznunot ocobu - ninnpremua, fi Micue NPpOKHBAHHS Ta peceTpaliinuit nomep ofaikosol
KAPTKHW MUIATHHKA N01aTKiE a0 cepis Ta HoMep nacnupTi)

IpoToxon BisyaasHoro koutposo in 22.07.2024 N 07-01/1852/12.

3a pesyAbTaTaMM ACPKABHOTO KOHTPOMKO BCTAHOBNEHO, IO nikapchkui 3acié emeseHo 8 YkpaiHy 3

NOTPHMAHHAM BHMOr 33KOHOJABCTEA 11010 3a6e3neueH s AKOCT] JIIKapChKHX 3ac00iB.

B. 0. HauaneHuKa JepaBHOI cityx0H 3

nikapehkux 3aco6iB Ta KOHTPOIO 32
HAPKOTHKaMH y JIHINponeTpoBCHKIA /

obnacTi
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CEPTUDIKAT AKQCT!

CERTIFICATE OF QUALITY

HallMeRyEaHHA npoayxyil:

Product:

Kpatha noxopxenns (Country of origin):
P11 Na (No. of ragistration certificate):

Bug ra poamip ynakoskn (Packing type and size):

CaporeH, TabneTki, BxpuT] nniakopoio oBoNoHKOIO, NG 25 ur
Saroten®, flim-coated tablets, 25 mg

Hanin (Denmari)
UA/2207/01/02

100 vaGnetok y xoHuTeiiHepl 8 xapTounlii kopobyi
{contalner of 100 tablets in carton box)

| Assay HPLC mg Lu 00-020/abist:

Homep EudreGMP {No. from EudraGMP): DK H 10000681
Copla {Batch no.): 2797892
fAara surcroBnenns (Manufacturing date): 01.2024
Tepmin npuparHoct (Expiry date): 01.2029
KinbxieTs {Quantity): 9 702 ynaxoaox {packages}
" TecT: PezynuTar: pwutepll sianoeigHocTi:
Tast: Results: Requirements:
Cnue: Blancslgae Kpyrni, psoonykni TAGNSTKM, SKPUTI NNMKOSOIC
Description: Conforms oloNotK0I0, 4ePBOHO-PHIHEBDIO KONLORY,
Round, bicorwex, red-brown, film-coated tablets.
- LaeHTicpicaugis; '
Identification:
- BEPX: Bianoalaac PisHWUA ik apa3kom T3 cTangapTom NMT 0,2 xa.
: HPLC: Conforms The difference between 3ample and standard is NMT 0.2
: min.
1 Bnuwain [M-cnexrpockonia': Blanosinae Bianoalnae cTangapry
Idantification, NIR: Conforms Complies {NIR)
- OAHOPIAKICTE ROSOBAHMX O4KHAL: Blanovinae Biancaigae £ Ta d, CLUA
'3 Uniformity of Content: Conforms Complles with Ph.Eur. and LUSP
| TIPWRAHATHS 3HANEHHN; 1.3 5150
1 Acceptance Value: _ :
1 Min.% 245 dna indopmaul
Min., mg Lu 00-020/ Tablet: Informative
-} Maxe?,; 25.0 Ann inchopmaut
Max. mg Lu 00-020 / Tablet: informative
- % RSD* 0.6 fnna nbopmayll
|8 : Informative
T KinbdcHe ansHavexnn, ar Lu 00-020/rab:
24.5 238-28.3
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CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY J.M:J;lr_eﬂﬁ

HaitmenyBannn npogykuii: Caporen, TabneTxy, BKpUT] NNIBKOEOIO OBSONCHKOM,: M

mrProduct: Saroten®, flim-coated tablets, 25 mg

Kpalva nexogwenHa (Country of origin): Ranin (Denmark)

P Ne {No. of registration certificate): UAS2207/01/02

Bua a poamip ynaxonxn (Packing type and size): 100 TabneTox y xonTeiitepl 8 K2pTOHHIR xopobul
{container of 100 tablets in carton box)

Homep EudraGMP {No. from EudraGMP): DK H 10000681
Copin (Batch no.): 2797892
Hata surovosneqns (Manufacturing date): 01.2024
Tepmin npuaatHocT! (Expiry date): 01.2029
KinbxicTs (Quantity): 8 702 ynaxosox (packages)
' Tecr: Peaynurar: Kpwrepil signoainsocTi:
- Test: Results: Raquirements:
MponyxT poanazanna, BEPX, % axThaHOro
HrpegieqTy:
Degradation Products, % of Active Ingredient;
Lu 18-081: s0.25
Below quantification limit/
Hwseqe Meoxi Buanavcuns
Lu 00-128: 0.06 £0.25
Lu 09-131§ £0.25
Below quantification limit/
Hitxue mexi pranaveHns
| Konuih weinenmwebikosanmit npogyxr: Blanosisae s 02
| Unknowns, each: Conforms
- Cymsr BciX npogywris: 0.1 s0.6

] Degradafion Products In Total:

-{ Posumnesin, % nicnr 30 xs:

Dissolution, % disscived after 30 minutes: 102 Qa75% (min. 80% nicnsl eTany 1). BAKOHYIOTbCH KpuTeplT
signosigno €& ta ®. CLUA. TecT sUROHYETLON & medkax
aTany 2.
Complies with Ph.Eur. and USP,
Q =75 (min. 80% at stage 1).
No futher testing than stage 2 is permitied,

.4 iiiivbiiiuia Coni Ta noniMopdHm dhopa ADL including salt and AP polymorphic forms kientification

HageeTaca Tiitaid AN8 IHchopuaLi/only for Information
Jaqea npo ceprichikaulio (Certification atatement): Lism 5 3acalguyn, wo Hasegena sulys inhopmalls & KocTORIPHOK T TouHB0. L0 cepio
npoAyxuil Gyno supotnexo (sxrioyaHu NAKYSAHHAMADKYBIHHA) Ta NPOBBABHO KONTRONS 1T AKOCTI HA BUWE3EIHAEHIF ANbHuU] ¥ noaHik
signorianocTi 3 sumoramu GMP, scraHoanennmm WICLIBUM PErYIRTOPHAM OPraHoM, & TaKMK sianosigHo 40 cneywdbikauii, wo micTsrscn y
PatCTpauifinosty socee atio Toprosil niugnall xpaluw-aupobinka abo ipaiHu-lunopTapa. MpeToxoni smpoSHULTES, NEXYEEHHA T4 BHanlyls Gyno
NEPErAAHYTO T3 BCTAHOBNAHO BignoelgHicTe GMP, —
t hereby certify that the above Information is suthentic and accurate. This batch of product (eiceling A% jhas manufactured, including
packaging/labelling and quality contro! in full compliance with tha GMP requirements of th&ics Jule iy and with the specifications
in the Markating Authorisation of the Importing country or product specification file for ks Geluitts
packaging and analysis records were reviewsd and found o be in compliance with GAP

BupoSke (Manufacturar): X. RynaBex A/C, Ottiniasedl 9, 2500 BanSi, flain, Ten. +¢
Ottifiave] 9, 2500 Valby, Denmark)

Hosiep niusnail anpoBHexa (MA No); 103486

Aara (Date): 14 Tpoeen 2024 > ya 8.7
Mlanwc (Signature): _— 22.7:‘%5: /7 Lo
' ' " Ulla Higme el
{¥nna Xuopts)
YnoswosmkeHa ocola 2a eumyck cepil, X. lyHatex AIC, Konenraren, Daniy
QP-delegate authorising the batch release
H. Lundbeck. AfS, Copanhioen; Dénmak:

" Additienal remarks / flogaTxcal saysaxenna: ]
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