AEPKABHA CJHIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPOIIETPOBCHKIN OBJIACTI

Jlxinpo, m1.Cobopa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koa €JIPIIOY 37070665

BUCHOBOK
Npo AKIiCTH BBe3eHOro B Y KpaiHy JiikapcbKOro 3acody
05.02.2025 Nt 4725/25/0411
CTUJIEH

(HaliMeHyBaHHA TiKapceKoTo 3acofy 3riaHo 3 peecTpauifiHuM NOCBIAYEHHAM)
TabJeTKH, BKPHUTI IJIIBROBOK 000/10RK010, 10 60 mr No 30 y konTeiinepi No 1

" (fopMa BunycKy, 103YBaHHS, BUA NAKYBaHHA NiKapCEKOTO 32C00Y)

Homep peectpauiiinoro noceipuenns UA/15426/01/01 crpok nii peectpauiiinero nocsizuenna 01.01.2099

Cepis nixapcekoro sacoby Ne STT2310004 KinbkicTh 8Be3enoro gikapeskoro 3acoby 15478
Bupodhuxk Hour-A CT Ko., JItn, Pecniybnika Kopes
(HalimeHyBaHHA BUpoGHMKA Nikapebkoro 3acoly, Kpaita MoXoKeHN)
Bee3eHo B Ykpainy TosapucTBO 3 00MexkeHOK BianoBiaaabHicTio "baJM'", inent. koa:
31816235

(nafiMenyBanns Ta kox 3a CJIPTIOY opuaudHei ocobu abo npizeuiue, iM'a, no 6aTekoBi
(iznutiol ocobH - miampHeMus, 1T Miclle NpOXHBAHHA Ta peeCTpauifinuil nomep obnikosol
KAPTKH ILIATHHKA 110JaTKiB af0 cepif Ta HOMEP [ACIIOpTa)

MpoTtokoa sisyansroro koutpomo sia 04.02.2025 Ne 03-01/210/1.

3a pe3synpTaTaMH AEPKABHOTO KOHTPOMIO BCTAHOBJEHO, MO JiKapcekWii 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA 100 3abe3ne4eHHa AKOCT] JikapcbKUX 3acobis.

B. o. HauanbHuKa Jlep:xaBHOT c1ymOH 3
JMKAPCHKHX 3aco0iB Ta KOHTPOIIIO 3a
P . POJIIo 32 Slua JIPATAH
HapKOTHKaMH y JHimponeTpoBchKii
o0nacti

(nocaaoea ocoba opps (migfiuc)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPII IIKAPCBKOrO 3ACOBY

Name of product / Ha3pa npoaykra
{strength, dosage form, package size and
type /[ HosyBaHHA, Aikapceka dopma,
PO3MIp | TMN YNAKOBKH}

STILLEN®,

film-coated tablets, 60 mg, 30 tablets per container; 1
container per carton with labelling in Ukrainian /
CTMNEH,

TabneTin, BrpuTi NAIBKOBOIO 06010HKOW0, No 60 Mr; no 30
Tabnetok y KoHTeWHepi; no 1 KoMTeliHepy 8 nauyi 3
MapKYBaHHAM YKPaIHCBKOIO MOBOIO

Active substance / giloua peyoBuHa

60 mg extract of Artemisiae Argyi leafage, mild (20:1),
containing 0.48-1.44 mg of eupatilin and 0.15-0.45 mg of
jaceosidine, ethanol extraction solvent 95% /
60 Mr eKCTpaKTy AMCTA NOAWHY Artemisiae Argyi, m'aKunit
{20:1), wo micTnTL 0,48 — 1,44 mr eynaTininy ta 0,15- 0,45
MI ApHeiCce03naMHY, EKCTPAreHT eTaHon 95 %

Manufacturing country / kpaida-

Repubiic of Korea / PecnyBnika Kopen

BUPOBHUK
MA number / Homep PN UA/15426/01/01
Batch number and size / Homep cepiita | STT2310004 /

posmip cepii

33 333 Packs / Ynakosox

First shipment / Mepwa napria
Second shipment / Apyra napria

6839 Packs/Ynakosox
25 478 Packs / Ynakosox

Date of manufacture / Bara 18.10.2023
sUpoOHMLITBA
Expiry date / TepmiH npugaTHocTi 16.10.2026

Name, address and license number of
manufacturing site / Hasea, agpeca Ta
HOMEP Ailen3ii eMpoBHUYOT AinbHUL

Dong-A ST Co., Ltd., {2F Section B, 3F, 4F Section B) 200-
23, Baekseokgongdan 1-ro, Secbuk-gu, Cheonan-si,
Chungcheangnam-de, Republic of Korea /

Acur-A CT Ke., fita,, (2@ Cekuyin B, 39, 4¢ Cekuin b} 200-
23, I'Ieucoxrou,qel-l 1-po, CoByK-ry, UxoHaH-Ci, YXYHUXOH-

e {ﬁ Hl)mséN S0 /
Bnuoﬁhuuﬁé\ﬁl it

TORS LTS w\
B

)

Parameter / NokasHuk b, nﬁe\entje rla\:}i{\/:?\%\/ Result / Peaynsrar
T

Appearance / Onuc Green oval film-coated tabiete-with-"SLT" lettering | Complies /
on the one side and "DA" lettering on another side. | Bignoeigae
/ TabneTtkn, ekputi 060N10HKOI0, 32NEHOTO KOALOPY
i opaneHol popmmu 3 TUCHeHHAM "SLT" na oaHik
cTopoti i "DA" - Ha IHWIA

Uniformity of mass / Content weight of no more than 2 tablets may | Complies /

OaHopiaHICTE MacK deviate from the average mass by over than/not | Bignosigae
more than 5%, no tablet mass may deviate from
the average mass by over than/not more than + 10%
/ Maca smicry He bGinbwe 2 TabneTok mome
BiAXMNATHCA BiA cepeaHboi Macu NOHAaA, HixK Ha +




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPH NIKAPCBKOTO 3ACOBY

Name of product / Hasea npogykra
(strength, dosage form, package size and
type / RDo3yeaHHA, Aikapceka ¢opma,
PO3MIP | TMN YNAKOBKK)

STILLEN®,

film-coated tablets, 60 mg, 30 tablets per container; 1
container per carton with labelling in Ukrainian /
CTUAER,

TaBneTkU, BKPUTI naiekoBolo o6onoHKoK, no 60 mr; no 30
TabneTok y xoHTelHepi; No 1 KOWTelHepy 8 navyi 3
MapPKYBaHHAM YKPATHCEKOK MOBOIO

Active substance / ajloya pe4yosuHa

60 mg extract of Artemisiae Argyi leafage, mild {20:1),
containing 0.48-1.44 mg of eupatilin and 0.15-0.45 mg of
jaceosidine, ethanol extraction solvent 95% /
60 Mr eKCTPaKTy AMCTA NnoAnHy Artemisiae Argyi, MAKWH
{20:1}, wo mictnTe 0,48 — 1,44 mreynatininy Ta 0,15-0,45
MF QEeHCe03naNHY, eKCTParexT etanon 95 %

Manufacturing country / kpaiHa-

Republic of Korea / Pecny6aika Kopen

B8UPOBHUK

MA number / Homep PN UA/15426/01/01

Batch number and size / Homep cepiiTa | STT2310004 /

po3mip cepii 33 333 Packs / ¥nakoBok

First shipment / Mepwa naprTia
Second shipment / ipyra naprtia

6839 Packs / Ynakosok
25 478 Packs / Ynakosok

Date of manufacture / flata 18.10.2023
BUpODHULTEA
Expiry date / Tepmid npuaaTHoCTi 16.10.2026

Name, address and license number of
manufacturing site / Hassa, agpeca T2
HOMEP hileHsil BUpoOHU4CT AiAbHUL

Dong-A ST Co., Ltd., (2F Section B, 3F, 4F Section B) 200-
23, Baekseokgongdan 1-ro, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea /

AoHr-A CT Ko., Jlta., {2¢ Cexuia B, 3®, 4® Cekuia b) 200-
23, NexcokronaeH 1-po, Cobyk-ry, YXOHaH-Ci, YXYHUXOH-
Hampao, PecnyBaika Kopen

Manufacturing license Ne 1290 /

AiyeHsia Ha Bn 1290
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FINISHED PRODUCT / rOTQB {[H{APGBKM*&

Parameter / MoxasHuK

Accep«tgmmgr ] A0y ))

Result / PeaynbTar

Appearance / Onuc

Green oval film-coated
on the one side and "DA"

lets with “SLT‘ﬂefter

‘ . Complies /
tering bit ém&e

Bianosigae

/ TabneTru, Bkputi 06ON0OHK HeR rmionbopy
i oBanbHOi dopmu 3 TucHeHHam "SLT" Ha oAaHin
cTopoHi i "DA" - Ha iHwWiii

Complies /
Bianoeinae

Uniformity of mass /
OpHopigHicTL Mack

Content weight of no more than 2 tablets may
deviate from the average mass by over than/not
more than + 5%, no tablet mass may deviate from
the average mass by over than/not more than + 10%
/ Maca smicty He Binowe 2 Tabnetok moxe
BiAXWAATUCA Bif cepegHbLol MacK NoHag, HiX Ha T




5%, Hi B 0gHici TaBAeTUi Maca He MOMKE BiAXUNATUCA
Bia cepeaHbOT MacH NoHaa, Hix Ha £ 10%

Disintegration / Not longer than 60 minutes {(water) / 9 min.52 sec. /
PosnapaHHA He Binbwe 60 xennny {Boga) 9 xe. 52 ceK.
Identification (TLC Rf value and the color of the main spot in the Complies /
method) / chromatogram of the test liquid should match the | Bignosipae
InenTndikauin (metopn, Rf value and color of the main spot in the
TWUX) chromatogram of the standard liquid / 3Hayennn

Rf i konip ocHOBHOT NAAMM Ha xpomaTorpami

BUNpoByBaHOro po3unHy NOBMHHI BignoeigaTtu

3HaueHHI0 Rf | KOABLOPY OCHOBHOI NAAMM Ha

XPOMATOTPaMi CTAHAAPTHOTO PO3UUHY
Identification (method of | The retention time of eupatilin peak in the | Complies/
high performance liquid | chromatogram of the test liquid should match the | Bignosinae
chromatography)} / corresponding retention time peak in  the
Iaenrudikauin (merog chromatogram of the standard liquid
BEPX) - The retenticn time of jaceosidin peak in the

chromatogram of the test liquid should match the

corresponding retention time peak in the

chromatogram of the standard liquid / Yac

YTRPMMYBAHHA NiKy eynaTiniHa Ha xpomaTorpami

BMNpo6YBaHOroO PO3YMHY NOBUHEH BIANOBIgaTU

4acy yTPUMYBaHHA BigNCBIigHOIO Niky Ha

XPOMATOrpami CTaHgAapPTHOTO PO3UMHY

- Yac yTpUMMyBaHHA MiKy QKEHCEo3MAMHA Ha

XpomaTtorpami BUNpoOysaHOro po3“MHY NOBWHEH

BiANOBIAATH Yacy YTPMMYB3HHA BigNoBigHOTO NiKy

Ha XpomaTcrpami CTaHAAapPTHOMO PO3YMHY
Heavy metals / Bami Turbidity of the test liquid should not exceed | Complies/
MeTanm turbidity of compensation liquid {maximum of 30 | Bianosigae

ppm) / KanamyTHiCTe BUNPOGYBAHOTO pPO3uMHy He

NOBMHHZ MEepeBUlLyBaTH KaNaMyTHOCTI poO3unHy

nopisHAHHA (Makcumym 30 ppm)
Assay / KinbxicHe
BU3HAYEHHA
- eupatilin / eynavinin 0,48 - 1,44 mg/tablet / 0,48 — 1,44 mr/TabneTky 1.002 mg/tablet

1.002 rar/rabnetry

- jaceosidin / 0,15 - 0,45 mg/tablet / 0,15 - 0,45 mr/TabneTry 0.356 mg/tablet
BeHte03nauH — = 0.356 mr/TabneTky
Microbial enumeration / " w2 {l}.)\
Mikpobionoriuna gt Yo}\
4KcTOTa NOKYMEHTIB V.f»?_‘\
- total aerobic microbial | Not 1mmﬂ' v < 10 cfufg /
count (TAMC) / 3aranbHa | He 6i! < 10 KOE/r
KinbKicTe aepobHux R
mikpoopraHismis (TAMC) T Y
- Total yeasts and moulds | Not more g%cfuigf\ < 10 cfufg /
count {TYMC) / 3aranbHa | He Binswe 10° KOG < 10 KOE/r
KiAbKICTL APiIMAKOBKUX i
usineeux rpubie (TYMC)
- Escherichia coli Absence in 1 g / BigcyTHicte B8 1r Complies /

Bignosigae




- Pseudomonas Absence in 1g / BiacyThictee 1r Complies /

aeruginosa Bianosigae

- Staphylococcus aureus | Absence in 1 g/ BigcyTHicteB 11 Complies /
Biagnosinae

- Salmonella Absence in 10 g / BiacytHictb B 101 Complies /
Bignesinae

Residual organic Not more than 5000 ppm / 534.6 ppm

solvents® He Ginbwe 5000 ppm

- Ethanol /

3anuiukosi opraHiuHi

PO3YHHHUKK*

- EraHon

Arsenicum*/ Muw’ak* Not more than 3 ppm / He 6inbwe 3 ppm Complies /
Bigncseigae

Lead*/ CeuHeup* Not more than 5 ppm / He Ginbwe 5 ppm Complies /
Bignosigae

* |t is tested only in case of batch release / TecTyeTucA Tinbku Npu BUNYCKY cepiil

The batch meets the requirements of QCM for MA Ne UA/15426/01/01. / Cepia Bignosigae eumoram MKA ao PN Ne
UA/15426/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / YnakoBka, MapKyBaHHA Ta TEPMiH
NpUBATHOCTI BIANOBIA3ITL BUMOram MKA.

Storage / Ymoew 36epiranHa: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 36epirati B opMriHanbHINA ynakosui Nnpu TemnepaTtypi He BMwe 25 2C, 36epirati y HepocTynHoMy Ana
Aiteil micuj.

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance with
the requirements specified in the current GMP guideline approved by the Ministry of Health of Ukraine and with the
specifications in the Marketing Authorization of the importing country. The batch pracessing, packaging and analysis
records were reviewed and found to be in compliance with GMP requirements and were signed by the responsible
persons of the above mentioned manufacturer. / Uwm niateepamyemo, o BULLEBKadaHa iHpoOpmalis €
AOCTOBIPHOW 1 TouHO, LA cepia npoayruii Gyna ewroToBAeHa (BKAKOMAIOYM YNAKOEKY / mapryeaHHa) i 6yno
NpoOBEAEHO KOHTPOAL AKOCTI Ha 333Ha4YeHOMY BUPOGHMYOMY MaiAaHYMKY ¥ NOBHIK BiANOBIAHOCTI 3 BUMOramu,
333HaYeHMMK B YMHHIH HactaHosi 3 GMPF, 3atBepaeHiil MiHICTEPCTBOM-OXOROHU 3R0pos’a YKpaiHM", a TAKoK

i BCTAHOBARHO BiANOBIAHICTL BUMOram GMP.

Compiled by / Nigrotosnexo XEHO

Quality Control / KoHTpoab AkocTi: NoBHOBaXEHa ocoba
/name/

Song Jae-Ho /2(3 W\l {L ‘):lfl\ﬂ

Date / DaTa: 20 (0. 30> “g |2
(DD.MM.YYYY) f ¥o s

Qualified Person / YnosHoBaseHa ocoba:
/name/

Kim Ji-Young -—;‘L/L\ &*1

Date / faTa:

(DD.MM.YYYY) Yo, Loy yexy
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