NEPXKABHA CIIYIKBA 3 JIKAPCLKUX 3ACOBIB |
TA KOHTPOJIO 3A HAPKOTHUKAMMW y m. KUEBI]

npos. Hazii Caitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BUCHOBOK
npo AKicTL BBE3CHOro B YKpainy aikapebroro sacoly

12.11.2025 Na 37291/725/26

MIAPHH

(naiiMenynalnis Jikapcbkoro 3acoBy sriano 3 PECCTPALLINNM NOCHIMENTANM)
TaGaeTkH, sipuri oGosonicoro, no 30 Mr, no 10 Tabacroi y Saicrepi, 110 3 Guricrepin y
kaprouniii navui

({popma suriycKy, A03YBAHHS, BI 1AKYBAHHA HKAPCHKOIO 3aco0y)

Howmep peectpaniiitoro nocsiavenns UA/20322/01/02 crpok nif peccTpauifinoro nocniatcks 15.01.2029

Cepis nikapcnkoro sacoGy Ne 13584788 KinbKicTs BBE3CHOFO AiKapchkoro sacody 9850
BupoGuux Apamen ®apma C.A,, [onblua
(nalmMenynanus supolniHKa AiKapcbKoro 3acoly, KpAaTHa HHOXOOKEIIN)
Beeseno B Ykpainy Tosapucrso 3 odmesxenoro signosinansvnicrio "3APABO", inenr. o
34603398

(radimchynarns ta ko 32 CAPTIOY ropuanunoi ocolis abo tpisuiiie, ia's, uo Garukoni Qs
0COBH « niANPHEMILR, T MiCUL IEPOKUBUINIIE TQ PECCTPAITRIME ROMeP O0ITKOBOT KAPTRY IAUTIiG
NOAATKIB al0 CCpis Ta HOMCP MacioepTa)

Nporokosn sisyansuoro xourpomno sia 12.11.2025 Ne 4286/01.10-25/2.

<) . st . ;
3a pesyiibTaTaMt  ACPXABHOIrO KOHTPOIIO  BCTAHOBACHO, WLO IKAPpCBLKHH  3acClo BBE3CHO B Y Rpaiiny

AOTPHMAHHSIM BUMOT 3aK0OHOAABCTBA 11040 336e3neyeHHs ax cTi Aikapebkux 3acodis.

Muxona XOJIO K

(1igre) Chigiaan ta npissinge)
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ADAMED
CEPTH®IKAT SAKOCTI Ne 5918/2025
MIAPUH

talaeTkn, BRpHTI 060101 K010, 110 30 M,

Country manufacturer: Poland

Kpaina supodumk: [Tonbia

Registration Certificate Ne: UA/20322/01/02 RS valid : 15.01.2029

Pecerpauiitine esinourso Ne: UA/20322/01/02 repmin ait no 15.01.2029
Strength/Potency: Mianserin hydrochloride 30 mg

Jlitoua pevosuna : Miancepuny rigpoxnopusn 30 mr

Dosage form: film-coated tablets

Jlikapcbka opma: Tabuietin, BKkputi 060s10H KOO

The size and type of packaging: Ne 30 (10 tablets in a blister, 3 blister in a carton box)
Posmip i Bun ynaxosku: Ne30( no 10 Tabnetok y 6nicrepi, ro 3 daicTepy y KapToHHIH nawiii)
Batch number:

Homep naprii : 13584788

Total quantity of packs in batch: packs

SaraiibHa KiIbKICTb ITavoK y naptil: 9856 navok

Manufacturing date: -

Jlara surorosnenua: 09.2025

Expiry date:

‘Tepmin npunarnocri: 08.2028

Manufacturer of the medicinal product, production of granulate:

Site: Adamed Pharma S.A., Poland

Address: ul.marsz. J. Pilsudskiego 5, Pabianice, 95-200, Poland

Certificate of GMP: : Ne ISF.405.7.2024.1P.1 WTC/0039_01_01/11

Manufacturing License: 204/0039/15

Manufacturer of the medicinal product, primary, secondary packing, batch release, bateh control:
Site: Adamed Pharma S.A.. Poland

Address: ul.marsz. J. Pilsudskiego 5, 95-200 Pabianice

Certilicate of GMP: Ne [SF.405.7.2024.1P.1 WTC/0039 01 01/11

Manufacturing License: 204/0039/15

Controls made in accordance with the methods of quality control of the RC Ne UA/20322/01/02

f Iy .. P oy
; Ne | Controls Specified values (perimissible liniits) Results
L naavenyeanna nokasnuka | Jonyemumivenci | Pesyagmam
White or off-white. round. smooth,
' . L biconvex tablets. with engraved =307 RIHTOBLGC
! © Pescription v a : sy T .
S Onite biai abo syationee GLid, kpyveti, Gadoxi
AGOONYRIE INUTACHIKY 3

}_ epagiosannsy 307
" Diameter 9.9 -10.4 mm (mm) 10.2Ma1 inm)
[ .
| Aiaviemp b e
3 Mean weight 315.0 mr(mg) £ 5% 313.3 M mg)
- Cepeonst vaca (299.3 - 330.81(g) R
"4, | Uniformity of tablet mass According to the requirements of the BELUHOBI, L
L | Qonopionicme vacu madaenxy Bionogiony dv suvoe PhEur.2.9.5
© 5. ¢ Identification : . . ; ;

GO The retention times of the main pecak on
l the chromatograms of the test solution

o and the standard solution must match

loenmudpixanyisn ;

X Yacu ympusanist ociosnooO)  Nikda  Ha
| Xpomanospamax  GUNPOGOGYSUItOeo N
[ 1

) l\ [ e g N :
f W‘Q/‘L . {H( R Y (/ O/// ;" ) 2 | penTndixaliinii
) — } on 34603388 .
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Specified values (permissible limits)
Honyenumi aeact

Results
Pesyaomam

<TLC
THX

-Chlorides

Xoaopuodu

-Spectrophotometry
Cnexmpodpomosempist

-Titanium dioxide
Lumany Olokcuody

Cmandapmiioo
enignadamu

PO3CUNIKY MAIoN

The main spot on the chromatogram of

the test solution should correspond to the
main spot on the chromatogram of the
standard solution by the value of Ry

Ocnosna  nagva  wa  xpomamozpavi
GUNPOOOBYGANO20  pO3UUNY  ROGUIHA
gionogiouniy  ocnoeuitt  naami - Ha

XPOMAmMozpayi cmanoaprinozo posuuny
3a mavennsiv Ry

Qualitative response. Must to conforms to

BiANOBIAAC

Accompanying impurities
Cynvmnni Qo
TLCTIHX:

- 2-(d-methyl-2-phenyl-
I-piperazinyl) benzyl
alcohol
2-(4- vienne-2-chenin-1-
ninepasuniiy
GCH30A0BUI CRUPIN

- Any other impurity

OVOL-sirt [t QoMinra

- Total impurities
CRMU QOMIUOR

HPLCT Bepy:

- Individual unknown
impurity
iOUGIOVUIhHU
HesioOMa QOMIUKA

- Unidentified impurity/
e ioennuinosana
AN
Total impurities/ cyma
JAOMITIOK

the requirements Blirtosisac
Hricna  peaxyisn.  Mac  eionosidamu
aUMOcAM
The spectra of the tested and standard
solution should match
Qualitative response. Must to conforms to
the requirements Bianosinac
Cnexmpu BUNPOHOBYBUNOPO ma
CRIANOUPMIO2O posuuy  Maroms
cnisgnuadamu
HAricna  peaxyia.  Mae  gionosidan
BUMOCUM BiArosigac
No more
He Glawue 0.2% <0.2%
No more
ne Ginse 0,2% <02%
No more
ne oiavue 1,5% < 1.5%

Not required at batch relecase/
e GUMALAEMbCs!

Not required at batch release/
HE GUMUCUCINLCS

Not required at batch release/
HC GUMULUCHTIHCS




| No t Controls Specified values _(perl1zi.s'.s"ii;le limits) i Resulty
| Nanmenysania RORAsHUKA Aonycmuati veaci I Pesyavnian
1. USSRl il No more than 01\i oo
Posnadanns 2. = ;
He Olwe S x¢ (minules) i
Determination of active 30,0 mr(mg) £ 10%
8. | substancc content in a tablet (27,0 = 33,0mr( mg) 31.2mr(0my)
Bumicm Qiouoi peuosuiiy N
No more than/ 10° CFU/g <}()
ne biavie 10° KOE/r
; ¥ p 2 CFU/e <
' ol Microbiological purity NZ::;;t/i;l::l;()l"()lﬁ'((")ll"‘slj‘/ ) !
O Mikpodioaveinia vucemoma ' ' ’ L
; By THIT
! Nonein | g
Bigcymuig le(g)

I - Micrubiological purity is checked accordiog to interaal procedures

The result of the analysis: This batch meets requirements of the Methods of Quality control of Registration
Certificate Ne UA/20322/01/01

Comuments: -

Certification statement: I hereby certify that the above information is authentic and accurate. TIis baich
of product has been manufactured, including packaging / labeling, and quality control has been carried
out at the above site in full compliance with GMP requirements established by the local Regulatory
Authority and in accordance with the specifications contained in the registration dossier. The production,
packaging and analysis protocols were reviewed and found in compliance with GMP .

Realization of the product is allowed.

Hama nionucanns : 17.10.2025 ‘

IIpodyrm sionosiduc eumoeayn SpecDP001262/1

Date of issue: Quulified Person
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