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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Hikitiuesa Okcana +38(066)345-41-71



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

\’Q\‘ nUKN) !

“\ cabtaiih
)

. 1

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




JAEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO SAKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

20.05.2025 Ne 20445/25/10

CTWJIEH

(naiiMeHyBaHHS JliKapChKOro 3aco0y 3rifHO 3 peecTpaliifHUM MOCBiTYEHHAM)
Tab/IeTKH, BKPUTi ILTIBKOBOIO 000/10HK010, 10 60 Mr; o 30 TabieTox y koHTelinepi; no 1
KOHTEHHepy B navui

(dhopma BHITyCKY, NO3YBAaHHS, BH IAKYBAaHHA JIKApCHKOro 3aco0y)

Homep peecrpariitoro nocsiguenns UA/15426/01/01 crpox aii peectpariitnoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3acoby Ne STT2412002 Kinskicts BBeseHoro mikapeskoro 3acoby 4000
BupoGuux Jour-A CT Ko., JIta., Pecriybiika Kopest
(naliMeHyBaHHA BUpOOHHKA JIIKapCHKOTO 3aco0y, KpaiHa MOXOMMKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCcbKO-eCTOHChKE MiIMPHEMCTBO Y opmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinanbHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMeHyBanHs Ta kop 3a €JIPTIOY ropumuusoi ocobu abo npizsue, iM'a, 1o 6aTekoBi (iznuHOT
ocobu - mignpuemus, i Micie NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkie abo cepis Ta HOMep Macnopra)

Iporoxou Bisyansnoro xonrpoao ig 02.05.2025 Ne 1332/4.
JlaGoparopHuit aHa i3 SKOCTI JiKapChKOTo 3aco0y 3/iHCHEHHMIA:

JII "Llentpansha mabopatopist 3 aHaII3y SIKOCTI JTIKapChKUX 3aC001B 1 MeUYHOT MPOayKiii"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B Kuiscbka obnacts, ¢. Hoi Ilerpisi,
By/1. [Bana ®panka, 19)

(naliMeHyBaHHA Ta Micle3HAXOLKEHHA abopaTopii, o npoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK I10/10 IKOCT JHiKapchKoro 3acoby, Buaanuit maboparopicio sin 20.05.2025 Ne 0738

Pesynsraty 1a60paTopHOro aHai3y AKOCTI JiKapesKoro 3acoby 3a nepesipennmy nokassukamu BiIMOBIIal0TH
BMMOI'aM METOJ(IB KOHTPOJIIO SKOCTI (AHATI THYHO-HOPMATHBHOT JOKYMEHTALT).

3a pesymbraraMu JIEPXKABHOrO KOHTDOIIO BCTAHOBJIEHO, IO Jiikapcekuit 3aci® BBeseno B VYkpainy 3
JOTPHUMAHHSAM BuMmoOr 3aKOHOJABCTBA 110/10 3a6e3neyeHHs AKOCTI JIiKapchKHX 3ac00iB.

-

Oxera €CPbOMEHKQO

{nigmuc) {iwiniany Ta opisemue)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT NIKAPCLKOTO 3ACOBY

Name of product / Hazsauue npogyrra
{strength, dosage form, package size and type

/ 803yBaHHA, NikapcoKka popma, po3mip i Tun ynax
OBKM)

STILLEN®

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

CTUANEH,

rabnerku, BKpuTi NAiskoBo 060A0KKOW, 1O 60 mr; no 30 1ab
NETOK ¥ KoHTelHepi; no 1 KoHTeliHepy B NavLl 3 MapKyBaHHA
M YKDRATHCHKOW MOBOIO

Active substance / gioua pevosura

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
jaceosidin, ethanol extraction solvent 95% / 60 mr ekcTpakTy
nueTa noavniy Artemisiae Argyi, m'skuit (20:1), wo micTuTb
0,48 — 1,44 mr eynatininy Ta 0,15 ~ 0,45 mr gxeficeosnauny, e
KCTpareHT etaHon 95 %

Manufacturing country / &paiHa-supoBHuK

Republic of Korea / Pecnybnika Kopes

MA number / Homep PY UA/15426/01/01

Batch number and size / Homep cepii ta posmip |STT2412002 / 33,333 Packs
Date of manufacture / [lata supobruursa 06, 12, 2024

Expiry date / Tepmin npupaTtHoCT 05, 12, 2027

Name, address and license number of
manufacturing site / Hassa, agpeca ra Homep
niueHsii supobunyoi ainbHuyi

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 /

Howr-A CT Ko., /ira., {2 Cekuin B, 30, 4@ Ceruin b) 200-23, N
exkcokronper 1-po, Cobyk-ry, YxoHan-ci, Yxynuxon-Hampo, Pec
nybnika Kopes

Manufacturing license N2 1290 /

Niuexsia Ha BupobHUUTBO 1290

FINISHED PRODUCT / TOTOBWI JIIKAPCbKUY 3ACIB

Parameter / NokasHuk

Acceptance criteria / Kpurepil npuiinatHocri

Result / Peaynsrar

Appearance / Onuc

Green oval film-coated tablets with "SLT" lettering
on the one side and "DA" lettering on anather
side./ TaBaetku, BRpUTI 060NOHKOIO, 3€1€HOTO
KOABLOPY | 0BaAbHOT OPMM 3 THCHEHHAM "SLT" Ha
oaHif cropoHi i "DA" - Ha iHwil

Complies /
Bignosigae

Uniformity of mass
/OnHopigHicTL Mmacy

Content weight of no more than 2 tablets may
deviate from the average mass by over than/not
more than t 5%, no tablet mass may deviate from

the average mass by over than/not more than + 10%
/ Maca smicty He Binblue 2 Tabnetok moxe
BIAXWUNIATUCA Bif, CEPEAHBOT MacK NOHaA, HiX Ha T 5%,
Hi B oaHiel Tabneruyi maca He moxe

BIOXUAATUCA Bif cepeaHbol Macu nornay, Hixk Ha £ 10%

Complies /
Bignosinae

Disintegration /Posnaganus

Not longer than 60 minutes {water)/

He Ginbue 60 xeuauH (8oaa)

&min.24sec.
BxB. 24 CeK.

. ioee 7 Loy £y




identification (TLC method)/
IperTudikauis (metog TILIX)

Rf value and the color of the main spot in the chromatogram of
the test liquid should match the

Rf value and color of the main spot in the chromatogram of the
standard liguid / 3HaueHHs

Rf i KONIp OCHOBHOT NASIMK HA XPOMATOTrpami

BuNPoByBAHOro POSYMHY NOBMHAI BIANOBIAATH

3HavYeHH0 Rf i KOALOPY OCHOBHOI NAAMK Ha

XPOMATOrpami CTaHAAPTHOIO PO3UMHY

Complies /
Bignosigae

Identification

{method of high performance
liguid chromatography)/
ipenTudikauin

{merog BEPX)

The retention time of eupatilin peak in the chromatogram of the
test liquid should match the corresponding retention time peak
in the

chromatogram of the standard liquid

- The retention 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

YTPUMYBAHHA NiKY eynaTifiHa Ha xpomarorpami

BUNPODYBAHOrO PO3UUHY MOBUHEH BiANOBIAATI

yacy yTpYMyBaHHS BIANOBIAHOTO Niky Ha XxpomaTtorpami craHaapT
HOTO PO3UMHY

- Yac yTpumyBaHHa NiKy gikeliceo3snamua Ha

XPOMATOrpami sunpoByBaHoro PO3YMHY NOBUHEH

BiANOBIAATH YaCy YTPUMYBAHHA BIANOBIAHOTO NiKy

Ha XPOMATOrpami CTaHAaPTHOTO PO3UNHY

Complies /
Bignosigae

Heavy metals / Bamki metanu

Turbidity of the test liquid should not exceed

turbidity of compensation liquid (maximum of 30 ppm}/ Kanamyr
HicTb BUNPOBYBaHOTO PO3UUHY He

NOBUHHA fEPEBULLYBATH KaNaMyTHOCT] PO3UMHY

fopiBHAHHA {Makcumym 30 ppm)

Complies /
Bipnosinae

Assay / KinbricHe BU3HAYEHHS

- eupatilin / eynarinin

- jaceosidin / mxeiiceosnpgu

0,48 — 1,44 mg/tablet / 0,48 — 1,44 mr/tabnetky

0,15~ 0,45 mg/tablet / 0,15~ 0,45 mr/Tabnerry

1.009mg/Tablet
1.009 mr/rabnerry
0.365mg/Tablet
0.365 mr/Tabnetry

Microbial enumeration / Mikpo
Hionoriyda yncrota

- Total aerobic microbial count (TA | Not more than 10° cfu/g / He Binbwe 10° KOE/r <10cfu/g
MC) / 3aranbHa KinbKicth aepobHux
mikpooprauizmis {TAMC) < 10 KOE/r
- Total yeasts and moulds count Not more than 10° cfu/g / He Ginble 10° KOE/r <10cfu/g
{TYMIC) / 3aranbHa Kinbricrs gpixkg,
wosux i ysinesmx rpubis {(TYMC) < 10 KOE/r
- Escherichia coli Absence in 1 g/ BigcytHicto s 1 Complies /
Bignosgipae
- Pseudomonas aeruginosa Absence in 1 g/ BiacytHictb B 17 Complies /
Bignosipae
- Staphylococcus aureus Absence in 1 g/ Biacytuictb 8 11 Complies /
Bignosipae
- Salmonella Absence in 10 g / BigcyrHicto 8 10 1 Complies /
Bianosinae
Residual organic solvents™® Not more than 5000 ppm / He inbie 5000 ppm 961.6ppm

- Ethanol /
Iamauikosi opranivui
POSHMHHUKK

- Evanon




Arsenicum™/ Muw'sx* Not more than 3 ppm / He 6inbwe 3 ppm Complies /
Bigrosigae
Lead®/ Cauneus™ Not more than 5 ppm / He 6inowie 5 ppm Complies /
Bignosipae

* |t is tested only in case of batch release / Tectyerbes TintbKru Npu BUNyCcRy cepiv

The batch meets the requirements of QCM for MA N2 UA/15426/01/01. / Cepia signosipae sumoram MKA k PT
N2 UA/15426/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / ¥nakoBka, MapKkysaHHa Ta TEpMiH
NPUAATHOCTI BIANOBIAAI0TL BMoram MKH,

Storage / Ymosu 36epiranua: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 36epiratit B 0pUriHanbLHIN yNakosui npy TemnepaTypi He Buwe 25 2C. 36epiraty y HEAOCTYNHOMY [
ns giTel mic.

[ 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 processing, 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. / L
MM NIATBEPAMKYEMO, WO BHILEBKA3aHa iHGOpMaLina € AOCTOBIPHO | TouHOI0. LA cepia npoaykuil Byna 8UroTosAEHa (BKAIOUAIOY
M yNakoBry / mapryBaHHa) | 6ya0 NPOBEAeHO KOHTPOL AKOCTI Ha 3a3HaYeHOMY BUPOBHUUOMY MallgaHumKy y nosHii BianoBig
HOCTI 3 BUMOramu, 3a3Ha4eHUMU B YMHHIR HacTaHoBi 3 GMP, 3aTsepmKeHii MiHICTEPCTBOM OXOPOHW 380POB s YKpaiHK', a Tak
O BIANOBIAHO 40 cneuundikauii Ao PIM Ha npenapart, [poToKoAu BUPOBHULTEA, YNAKOBKY Ta aHanisis Byau nepernauyTi i scTan
OB/IEHO BIANOBIARICTL BUMOTram GMIP,

Compiled by / Migrorosneno Issued by / 3aTBepameno

Quality Control / KoHTponb AKOCTI:

/name/ QA Team Leader / YnosHoBaxewa ocoba:
Lee Dong-Hun o £ /name/

Date / fata: R Kim Ji-Young ot
(DD.MMYYYY) Date/flata:  +4 35 o€

(DD.MM.YYYY)

Qualified Person / YrnosHoBaxeHa ocoba:
/name/

Kim Ji-Young :
Date / Jarva: S,y L Yed
{DD.MM.YYYY)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT IIKAPCHKOTO 3ACOBY

Name of product / Hassauue npoayxTa
{strength, dosage form, package size and type

/ pO3YyBaHHA, fiKapcHKa Gopma, po3mip i TMn ynak
OBKM)

STILLEN®

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

CTUIEH,

rabnerku, skpurTi naisrosow obonoukow, no 60 mr; no 30 tab
NETOK Yy KOoHTelHepi; no 1 KonTeliHepy B navui 3 MapKyBaHHa
M YKPATHCLKOIO MOBOID

Active substance / gjtoua peuosnHa

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
jaceosidin, ethanol extraction solvent 95% / 60 mr excrpaxty
nneTa nonnny Artemisiae Argyi, m'akuit (20:1), wo mictuts
0,48 — 1,44 mr eynatininy ta 0,15 — 0,45 mr geiceosuguHy, e
KkcTpareHT etanon 95 %

Manufacturing country / kpaiHa-snpobHuK

Republic of Korea / Pecnybnika Kopes

MA number / Homep PY UA/15426/01/01
Batch number and size / Homep cepiita posmip [STT2412002 / 33,333 Packs
Date of manufacture / [lata supoBHuurea 06, 12,2024

Expiry date / Tepmin npuaaTHoCT

05, 12, 2027

Name, address and license number of
manufacturing site / Ha3aga, agpeca ta Homep
niveHsii BupobHKUoT pinbHKUI

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 /

Hour-A CT Ko, Nlta., (20 Cexuis B, 30, 4® Cekuin B) 200-23, 1
excorroHgeH 1-po, Cobyk-ry, YxoHaH-Ci, YxyHuxoH-Hamao, Pec
nybnika Kopes

Manufacturing license N2 1290 /

Niuewnsia Ha snpobuuyrso 1290

FINISHED PRODUCT / TOTOBWH JIIKAPCHKUH 3ACIB

Parameter / flokasHuk

Acceptance criteria / Kpurepii npuitHatHocri

Result / Pesynsrar

Appearance / Onuc

Green oval film-coated tablets with "SLT" lettering
on the one side and "DA" lettering on another
side./ Tabnerkn, skpuTti 060/N10HKOI0, 3E/1EHOTO
KONMLOPY | 08anbHO! GOPMM 3 TUCHEHHAM "SLT" Ha
oAHi% cToponi | "DA" - Ha iHwiH

Complies /
Bianosinae

Uniformity of mass
/OpHopigHicTb macu

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 Binbuie 2 TabneTor Moke
BIOXUMNATHCA BiA cepeAHbol macu NoHag, HiK Ha £ 5%,
Hi B 0aHiel TabneTui maca He moxe

Biaxunatuca sig cepenHsol macy nodag, Hbk Ha + 10%

Complies /
Bignosigae

Disintegration /Poznapnanna

Not longer than 60 minutes {water)/

He Binuiwe 60 xeunuu (Boga)

8min.24sec.

8xB. 24 cex.
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Identification (TLC method)/
lpentudikauis (merog THIX)

Rf value and the color of the main spot in the chromatogram of

the test liquid should match the

Rf value and color of the main spot in the chromatogram of the
standard liquid / 3HauerHn

Rf i KOAIP OCHOBHOT NAAMMK HA XPOMATOTPAMI

BUNPOBYBAHOrO PO3YMHY NOBUHHI BigNOBIAaTH

3HaueHHIo R | KobOpy OCHOBHOI NAAMM Ha

XpoMaTorpami CTaHAAPTHOro PO3YMHY

Complies /
Binnosigae

ldentification

{method of high performance
liquid chromatography)/
inenTudikauis

{metog BEPX)

The retention time of eupatilin peak in the chromatogram of the
test liquid should match the corresponding retention time peak
in the

chromatogram of the standard liquid

- The retention 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

YTPUMYBaHHA niky eynatiflina Ha xpomaTorpami

8UNPOBYBAIHOTO PO3YMHY NOBUHEH BILNOBIAATH

yacy yTpumMyBaHHAa BigNoBIAHOTIo niky Ha xpomartorpami craHiapT
HOTO PO3UMHY

- Yac yTpumyBaHHA niry gykelceosnanHa Ha

Xpomatorpami BunpobyBaHoro posvmHy NOBMHEH

BiAMOBIAATH Yacy yTPUMYBaHHA BIAMNOBILHOTO iKY

Ha XpOM3TOrpami CTaHAAPTHOTO PO3UMHY

Complies /
Binnosipae

Heavy metals / Baski metanm

Turbidity of the test liquid shauld not exceed

turbidity of compensation liquid (maximum of 30 ppm)/ Kanamyr
HICTb BUNPOOYBAHOMO PO3UMHY He

NOBUHHA NEPeBULLYBATU KaaMyTHOCTI PO3UMHY

nopisHAHHKA (Makcumym 30 ppm)

Complies /
Bignosinae

Assay / Kinbkicke susHaueHHR

- eupatilin / eynarinin

- jaceosidin / pgeliceosnpm

0,48 — 1,44 mg/tablet / 0,48 — 1,44 mr/rabnerry

0,15 - 0,45 mg/tablet / 0,15~ 0,45 mr/Tabnetky

1.009mg/Tablet
1.009 mr/rabnerry
0.365mg/Tablet
0.365 mr/rabnerky

Microbial enumeration / Mixpo
HiosnoriyHa uncroTa

- Total aerobic microbial count (TA | Not more than 10° cfu/g / He 6inbiwe 10° KOE/r <10cfu/g
M‘C) / Saran?ua~uinbuicrb aepobHux <10 KOE/r
mikpoopraHizmis (TAMC)
- Total yeasts and moulds count Not more than 10% cfu/g / He 6inbiwe 10° KOE/r <10cfu/g
(TYMC)./ B?ranbna Kint:ﬁir:rb apikg <10 KOE/r
WoBux i usinesux rpubie (TYMC)
- Escherichia coli Absence in 1 g/ BigcyrHictb B 11 Complies /
Bizgnosinae
- Pseudomonas aeruginosa Absence in 1 g/ BigcytHicte B 11 Complies /
Bignosinae
- Staphylococcus aureus Absencein1g/BigcytHicTb B 17 Complies /
Binnosinae
- Salmonella Absence in 10 g / Biacythicte 8 101 Complies /
Bignosigae
Residual organic solvents™ Not more than 5000 ppm / He 6inwwe 5000 ppm 561.6ppm

- Ethanol /
3anuiLLKoBi opraqivei
pPOIUMHHUKKF

- Etavon




Arsentcum™®/ M ax® Not mare than 3 ppm / He 6insuwie 3 ppm Complies /
Bianosipae
Lead¥/ Cauneup™ Not more than 5 ppm / He 6inswe 5 ppm Complies /
Bignoginae

* 1t is tested only in case of batch release / TeCTyeTbea TinbKY NPy BUNYCKY Cepii

The batch meets the requirements of QCM for MA N2 UA/15426/01/01. / Cepia sianosigae sumoram MK k Pl
Ne UA/15426/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Ynakoeka, mapryBaHHa Ta TepmiH
npuaaTHOCTI BiaNosiAaoTe Bumoram MKS.

Storage / Ymosn s6epiramns: Store in original packaging at a temperature below 25 °C, Keep out of the reach of
children. / 36epirati B opuridanbHifl ynakosui npy Temnepatypi He suie 25 oC. 36epiratv y HEJOCTYMHOMY &,
na gitei micu.

| 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 processing, 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. / L
YN TTIATEEPAMYEMO, WO BUILEBKA3aHa IHGOPMALIA € SOCTOBIPHOW | TOUHOM. Lis cepia npoaykuil Byna BUTOTOBAEHA (BKAIOUGION
1 yNakosky / MapKyBaHHsa) i 60 npoBeaeHo KOHTPO/bL AKOCTI Ha 3a3HaYeHOMY BMPOBHUYOMY MaAaHUNKY Yy noBHIl 8ianosia
HOCTI 3 BUMOTaMM, 3a3HAYEHUMM B MUHHIN HacTaHoBi 3 GMP, 3aTBepakeHiit MiHiCTepCTEOM OXOPOHM 340p0B'A YKpaiHn”, a Tak
oM BignosiaHo Ao cneundirauii 4o P Ha npenapat. MPOTOKONM BUPOBHULTBA, YNakosKM Ta aHanizis Byau nepernawyTi i BCTan
0BNEHO BIANOBIAHICTL BUMOTam GMP,

Compiled by / NiaroTtoBnexo
Quality Control / KoHTpoab AKOCTI:
/name/

L.ee Dong-Hun “f

Date / fara:
(DD.MM.YYYY)

Issued by / 3aTeeppreHo

QA Team Leader / YnosHoBaxeHa ocoba:
/name/

Kim Ji-Young

Date / [ara: e
(DD.MML.YYYY)

Qualified Person / YnosrHoBaxeHa ocoba:
/name/

Kim Ji-Young 3ol Ty

Date / flara:
(DD.MM.YYYY)



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT SIKOCTI CEPIT NIKAPCBKOIO 3ACOBY

Name of product / HassaHue npogyxra STILLEN®

(strength, dosage form, package size and type film-coated tablets, 60 mg, 30 tablets per container; 1
/ Ao3ysanHs, nikapcbKa popma, posmip i TR ynak |container per carton with labelling in Ukrainian /
OBKM) CTWUNEH,

Tabnerku, BRKpUTi NAIBKOBOW 060/101K0I0, 1o 60 mr; no 30 1ab
NETOK Y KOHTENHeD; N0 1 KOHTeRHepY B nayli 3 MapKyBaHHa
M YKPalHCBKOH MOBOO

Active substance / givoua peuoBrHa 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
jaceosidin, ethanol extraction solvent 95% / 60 mr excrpakry
naucTa nonvHy Artemisiae Argyi, m’akuit (20:1), wo mictuTo
0,48 ~ 1,44 mr eynartininy Ta 0,15 ~ 0,45 mr greftceosunguny, e
KCTpareHT eTaHon 95 %

Manufacturing country / xpaina-supobHuk Republic of Korea / Pecnybnixka Kopesn

MA number / Homep PY UA/15426/01/01

Batch number and size / Homep cepiita posmip |STT2412002 / 33,333 Packs

Date of manufacture / flata BupoBHuuTea 06, 12, 2024

Expiry date / Tepmin npuaaTHocTi 05, 12, 2027

Name, address and license number of Dong-A ST Co., Ltd., {2F Section B, 3F, 4F Section B) 200-23,
manufacturing site / Hasga, agpeca ta Homep Baekseokgongdan 1-ro, Seobuk-gu, Cheonan-si,

NiueHsii supobHuuoT ginbRuui Chungcheongnam-do, Republic of Korea /

Bour-A CT Ko., ita., (2@ Cekuis B, 30, 4® Cekuis B) 200-23, 1
eKcoKronger 1-po, Cobyk-ry, YxoHaH-ci, YxyHuxor-Hampao, Pec
nybnika Kopes

Manufacturing license N2 1290 /

NliueHsis Ha supobHULTBO 1290

FINISHED PRODUCT / FOTOBMI JHKAPCHKUI 3ACIE

Parameter / MoKasHuk Acceptance criteria / Kpurepii npuitHaTHocri Result / Pesynerar
Appearance / Onuc Green oval film-coated tablets with "SLT" lettering Complies /
on the one side and "DA" lettering on another Bignosigae

side./ TaBnetku, BKPUTI OBONOHKOIO, 3ENEHOTO
KONbOPY | 0BanbHOT Gopmu 3 TUCHEHHAM "SLT" Ha
oAHIN cTopoHi | “"DA" - Ha iHWIN

Uniformity of mass Content weight of no more than 2 tablets may Complies /
/OnHopigHicTs macy deviate from the average mass by over than/not Bianosinae
more than + 5%, no tablet mass may deviate from

the average mass by over than/not more than + 10%
/ Maca smicty He Ginbuie 2 TabneTok mome
BIAXWAATUCA Bif cepeHbol Macy NOHaA, HiXK Ha £ 5%,
i B ogHiel TabneTui maca He moske

BIAXMAATUCA Bif CePeARBOl Macy noHag, HiX Ha £ 10%

Disintegration /Posnapatun Not longer than 60 minutes (water)/ 8min.24sec.

He Binblie 60 xeunus (sosaa) 8xB. 24 cex,




tdentification {TLC methad)/
IpenTudikauia (metog TLIX)

Rfvalue and the color of the main spot in the chromatogram of
the test liquid should match the

Rf value and color of the main spot in the chromatogram of the
standard liquid / 3Haveuns

Rf i konip OCHOBHOI NAAMM Ha xpomaTtorpami

BMNPOBYBAHOI0 PO3YMHY NOBUHHI BIAMOBIAATH

3Ha4erHIo RE i KoAbopy OCHOBHOT NiAMK Ha

XpOMaTOrpami CTaHAapTHOTO PO3UUHY

Complies /
Binnosigae

Identification

{method of high performance
liquid chromatography}/
inenrmndiraulin

{meTop BEPX)

The retention time of eupatilin peak in the chromatogram of the
test liquid should match the corresponding retention time peak
in the

chromatogram of the standard liquid

- The retention 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

YTPMMYBaHH#A Niky eynatisida Ha xpomaTorpami

aunpoByBaHOro pO34MHY NMOBUHEH BIANOBIAATH

Yacy yTPMMYBaHHA BIAMOBIAHOIO NiKY HA XPOMATOTpami CTaHaapT
HOTO PO3YUHY

- Yac yTpUMYBaHHA Niky grredceosnanta Ha

xpomarorpami BunpobyBaHoro PO3UUHY NOBUHEH

BIANOBIAATY YaCy YTRUMYBaHHA BIANOBIAHOTO NiKY

Ha XPOMATOrpami CTaHaapTHOTO po3HKHY

Complies /
Bignosinas

Heavy metals / Bawxi metanu

Turbidity of the test liquid should not exceed

turbidity of compensation liquid (maximum of 30 ppm)/ Kanamyt
HiCTb BUNPODOYBAHOTO POZUKHY HE

NOBMHHA NEPEBMILYBATH KaNaMyTHOCTI POZUNHY

nopiBHAHHA (Makcumym 30 ppm)

Complies /
Bipnosinae

Assay [ KinpkicHe BU3HAYEHHA

- eupatilin / eynatiniu

- jaceosidin / pxeliceoanpuy

0,48 - 1,44 mg/tablet / 0,48 — 1,44 mr/Tabnetky

0,15 - 0,45 mg/tablet / 0,15 -0,45 mr/TabneTky

1.009mg/Tablet
1.009 mr/rabneTry
0.365mg/Tablet
0.365 mr/Tabnetky

Microbial enumeration / Mikpo
GionorivHa umcToTa

- Total aerobic microbial count {TA | Not more than 10° cfu/g / He 6inbwe 10° KOE/r 1<10cfu/g
MC) / 3aranbra Kinskicrs aepobrux
mikpoopranizmis (TAMC) <10 KO€/r
- Total yeasts and moulds count Not more than 10% cfu/g / He 6inble 10° KOE/r <10cfu/g
{TYMC) / 3aransHa KinbricTL gpixg, B
skosux | usinesux rpubis {TYMC) <10 KOE/r
- Escherichia coli Absence in 1 g/ BigcytHicTe 8 17 Complies /
Binnosinae
- Pseudlomonas aeruginosa Absence in 1 g/ Bigcytsicte 11 Complies /
Bignosigae
- Staphylococcus aureus Absence in 1 g/ BigcytHictb s 11 Complies /
Bignosipnae
- Salmonella Absence in 10 g / BigcytHicte 8 101 Complies /
Bipnosigae
Residual organic solvents® Not more than 5000 ppm / He Ginbwe 5000 ppm 961.6ppm

- Ethanol /
Januwkosi opraniuni
PORMMHHURN®

- EYaHos




BlLIREResiE
NG-Jit
fratnts y

Arsenicum™/ My ax™ Not more than 3 ppm / He binswe 3 ppm Complies /
Bignosinae
Lead*/ CBuHeup™ Not more than 5 ppm / He Ginbiue 5 ppm Complies /
Bignosinae

* It is tested only in case of batch release / TecTyeTbea TiNbKki NpY BUNYCKY cepin

The batch meets the requirements of QCM for MA N¢ UA/15426/01/01. / Cepin signosigae sumoram MK « Pl
NQ UA/15426/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / YniakosKka, MapkyBaHHs Ta Tepmi
NPUAATHOCTI BIANOBIAAITL BUMOTram MKA,

Storage / Ymosu 36epiranns: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 36epiratvt B opuriHansril ynakosuj npw Temnepartypi He Bulle 25 9C. 36epiraTyi y HEAOCTYIIHOMY [
ns piten micyl.

{ hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including
packaging/labeling and guality 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
Autharization of the importing country. The batch processing, 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. /L
UM NIOTBEPAMYEMO, WO BULLEBKA3aHA IHpOpMaLLA € £0CTOBIPHOIO | TOuHOW. Lsi cepia npoaykuii Hyna surotosneHa (sBrAIOU IO
W YRaxosky / maprysanHa) | 6yn0 NPOBEAEHO KOHTPO/IL AKOCTI Ha 333HAYEHOMY BUPOBHWUOMY MaRJaHuNRY Y NOBHIR BIANOBIA
HOCTI 3 BUMOramy, 3a3Hau4eHNMK B UMHHIK HacTaHoBi 3 GMP, 3aTBERAYKEHI MiHICTEPCTBOM OXOPOHU 380p08’s Yrpainun", a Tak
o Bianosiaro o cneundivauil go PI1 Ha npenapar. [IPpOTOKOAM BUPOBHULTER, YNAKOBKM Ta aHanisis Byau nepernsaHyTi i BCTaH
OBAEHO BiANOBIAHICTL BuMoram GMP.

Compiled by / MigrotosieHo lssued by / 3aTeepgmeHo

Quality Control / KonTposb akocri:

/name/ QA Team Leader / YnosHosaeHa ocoba:
Lee Dong-Hun v /name/

Date / flata: , Kim Ji-Young "3 L
DDMMYYYY) 0 Date / flaTa: o et

N P

(DD.MM.YYYY)

Qualified Person / YnosHoBaxeHa ocoba:

/name/
Kim Ji-Young A
Date / fata: P N

(DD.MM.YYYY)





http://www.tcpdf.org

