AEPKABHA CJHYIKBA 3 JJIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KUIBCHKIN OBJACTI

ntpos.. Ceitanunoi Haaii, 3, m.Kuts, 02099, ten/haxe: {044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €JIPITOY 37078774

BUCHOBOK
PO AKICTH BRE3CHOI0 B YKpaiHy AiKapcehKoro 3acody

30.08.2024 Ne 33250/24/10

MIACEP®

(nafisenysauna nikapesxoro 3acofy srinHo 3 pecerpauiiinm noceigacHEAs)
TalJeTRY, BRPHTI RAIBKOBO10 00601011K010, o 30 Mr; e 10 Tadneror y Gaicrepax; 1o 2
OJaicTepyt B kaprouuiii nasmri

{opaa BINYCRY, A03VBANNA, Bild NAKYBAILT MKAPCLEOTD 30000Y)

Honiep peectpauifinoro noceiavenns UA/14722/01/02 ctpox aif perctpauiitoro nocsizsenan 01.01.2009

Cepis nixapcokoro sacody MNe 232306 KinexicTs BRegenoro aikapeskare sacoby 22 14
Bupobuitx Pirogapy CA, Hlseiliapis
(naftverynaind supoGHnss Jirapeekoro 3aco0y, KpaiHL NOXoARCHIN)
BaeseHo B Yepainy Criasne ykpainchbko-ecToncbKe nianpueMcrse y dopui Tosapucersa
3 oOMexenoio sianosinaasnicrio "Onrima-Daps, ITHY, ixenr. woa:
21642228

{ruiineernysanns Ta rod 32 €APIIOY sopnauanol ocobi abo nphsnte, iy, no Garsrosi fisnsinei
Qcofitt - mianpuemus, i sicie TPOwIBIHAR Ta peecTpaudifgi 1oMep 0BMikeR0T KEPTRI MAATHIKE
nOATRIB /60 cepid Ta Homep maengTi)

Ipotoroa sisyaasuore koicrpesto six 16.07.2024 X 1907/5.

3a  pesysbTaTaMM  EEPAABHOIO KOHTPOHIO. BCTSHOBRCHO, IO JiKapchenii 2acif  BBezeno B Vikpuiay 3
JAOTPHMAHHAM siraor 30K0104a8CTB WO 3a0e3eUeHIA SROCTI FIKAPCLEUX 3acofin.
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Rivoarm

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N. 13474
CEPTU®IKAT AKOCTI CEPII JIIKAPCBKOI'O 3ACOEY N. 13474

Name of product / Hasga npoayxry MIASER®, film-coated tablets, 30 mg, 10 tablets |
(strength, dosage form, package size and type | in a blister; 2 blisters in a carton with labeling in |
! no3yBamms, nikapeska opma, posmip 1 Tun | Ukrainian / 5
YTIAKOBKII) MIACEP®, rabnerky, BKpUTI  IUTIBKOBOR
obomonkow, nmo 30 wMr, no 10 tabnerok vy
Onicrepax; no 2 OnicTepu B KapToHHI mawul 3
MApKYB2HHAM YKPalHCBKOH MOBOTO

Active substance / 2i104a peuoBHHA Mianserin hydrochloride 30 mg / Miancepuny
rigpoxsopua 30 mMr

Manufacturing country / xpaiza-sHpoORHK Switzerland / IlIsefinapia

MA number / Homep PII UA/14722/01/02

Batch mamber and size / Homep cepii Ta 232366

po3Mip 16 038 packs/16 038 ynakoBok

Date of manufacture / Jlata BupoGHHITB 07.2023

Expiry date / Tepmin npuaTHOCTI 07.2026

Name, address and license number of Rivopharm SA, Centro Insema, 6928 Manno,
manufacturing site / Hasga, anpeca ta Homep | Switzerland / Pisotdapm CA, Uenrpo [Heema, 6928
ninensii BHpoGHNYOT I1ILHMII Mauno, lleeiinapis

Marnufacturing authorization Ne 511351-102608771
/Jlinensin na BupoOHuLTEO N2 511351-102608771

RIVOPHARM SA
Pharmaceutical Laboratories
6928 Manno - Swilzerland - Tel.: +41 (0)91 611 98 88 - Fax: +41 (0)91 G605 86 66 - Wab site: www.rivophrm.ch
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TESTS / TOKA3HHKH SPECIFICATIONS / CHEITHPIKAIILS RESULTS/
SKOCTI PE3YJIBTATH
Description / Onuc Film-coated, biconvex, oblong (ablets, with | Complies /
break-line, white colour / Bxpuri mnisxosoro | Bigmorigae
000/I0HKOI0,  JIBOOMYKJ,  BHAOBXKEHI 3
PO3/IIBHOI0 PHCKOKO TabIeTkH B110T0 KOILopy
Identification: During “Assay” test performance the retention | Positive /
time of Mianserin HCl pesk on the | [TosuTusua
HPLC/BEPX chromatogram  obtained with test solution
corresponds to the retention time of Mianserine
HCl peak in the chromatogram obtained with
the reference solution / Ilpd BukoHammi
rokaseuka  «KinpkicHe — BM3HAYEHIA», 4Yac
yTpuMyBanns niky Miascepuny HCl wHa
XpoMaTorpami  BUIPOOYBAaJIBHOIO  PO3YHHY
BIAIOBi#dE  wacy YTPHMYBaHHA iKY
Miaucepuny HC! na xpomarorpami posuumy
NOpIBHAHEA,
IR-spectrum / IY-cnexTp IR-spectrum of the residue corresponds to the | Positive/
reference spectrum of Mianserin hydrochloride / | [Tozutusna
[H-criexkTp sanuuiKy BiIOBiZac eTanoHHOMY
crexTpy MiancepuHy rigpoxmopuay
Qualitative reaction Yellow-orange colour is developed / Positive/
(Titanium Dioxide)* / ITosBa x0BTO-OPAKEBOTD KONLODPY [o3uTHBHA
Hxicna peakuin (Turan
HioKcHA)*
Disintegration / Not more than 15 min/ He Ginpime 15 xs 4 min./ 4 xs,
Poanaganus
Uniformity of dosage units | Not more than 15.0/ 2,8
/ OnnopignicTs gozosannx | He 6insue 15,0
OdMIHUL
Average weight / 309,45 mg = 1547 mg/ 304,71 mg/
309,45 Mr = 1547 mr 304,71 mr

Cepeans Maca

Resistance to crushing /
Criiikicrs 10
PO31aBIIOBAHHS

Not conducted /
He nposonmses

Dissolution / Posuunenus

Not less than = 75 % in 30 minutes / He

92 %

RIVOPHARM Sa
Pharmaceutical Laboratories

6928 Manno - Swilzerland - Tel.: +41 (0)91 611 98 88 - Fax: +41 {091 605 66 66 - Web sile: www.rivopharm.ch




Rivopharm

mexme Q = 75 % uepes 30 xBunuH

Assay / Kinbxicue 95%-105% 97 %
BH3HAYEHHI:
- Mianserine hydrochloride
/ Miancepus rigpoxaoepun
Related substances / Each secondary spot < 0.5 %/ <0,2%
Croponni zoMimkn Koxna apyra touka < 0,5 %
Complies/
Not more than 2 such spots > 0,2 %/ Bianosinac

He Ginpre Hixk 2 Taki Tourn > 0,2 %

Microbielogical purity* /
Mikpeoioaoriuna
4HCTOTA*

Total aerobic microbial count (TAMC): not
more than 10? CFU/g /

3aragbHe 4YHCIO aepOOHHX MIKPOOPraHI3MIB
(TAMC): e 6impize 10* KYO/r

Total yeast and mould count (TYMC): not more

<10 CFUlg / <
10 KYO/r

<10 CFU/g/ <

than 10*CFU/g / 10 KYO/r
3arajnsHa KITBKICTh APDKIPKOBAX Ta IUIICHIBHX
rpubie {TYMC): e 6insure 10* KYO/r
Absent /
E. Coli: absence in | g/ Bigcyrmicts B I T BIICYTHi#
Mass uniformity of divided | Not more than 1 individual mass is outside the | Complies /
tablets* / OnHopianicTs limits of 85%-115% of the average mass. No Binnosigae

MAacH pO3KOJOTHX
TadKeTOK*

individual mass is outside the limits of 75%-
125% (only at the beginning and at the end of
the stability) / He Ginbiue wix | inaupinyansHa
MAaCca BHXOOHTL 33 Mexi 85 %- 115 % Bix
cepeansol Barn. Hemae Bimxunenus sin
BCTaHOBNEHHUX MMITIE: 75 % -125 %

*The test is performed every 5 batches / TecT pOBOMTECS A KOXKHOE 5 cepil

The batch meets the requirements of QCM for MA Ne UA/14722/01/02 / Cepin Bianosigac BumMoram

MK na PII Ne UA/14722/01/02.

8928 Mannc - Switzerland - Tal + +41 (0)91 611 68 88 - Fax: +41 {0)31 605 66 56 - Web site: www.rivopharm_ch

RIVOPHARM SA
Pharmaceutical Laboratorles




Rivopharm

The packaging, labelling and expiry date meet the requirements of QCM / Yiaxosxa, MADKYBaHHS Ta
TEPMIH TPHAATHOCTI BiAMORINAIOTE BMoram MICS,

Storage conditions: Keep out of the reach of children in the original package at a temperature below
25 °C. / ¥Ymosu 36epiranns: 36epirati B opHTiHANBHIH yHAKOBLI (PH TeMIIepaTypi He Bume 25 °C y
HEIOCTYIMHOMY AnA HiTeit Micui.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory authority and also with
specifications of the registration dossier approved in Ukraine for investigational medicinal product.
The manufacturing records, as well as packaging and apalysis records, were reviewed and found to be
in compliance with GMP requirements and were signed by the responsible persons of the above-
mentioned manufacturer. / Llum s IIATBEP/UKYIO, WO HARSHeHA BHIE iHbOpMaLis € JOCTOBIPHOIO Ta
TOHHOK. [1s cepis npomyKuii 6yia BHroToRICHE, BKIOYA0YH [aKYBauIsl, MAPKYBaHH: T4 UPOBEAEHHS
KOHTPOIIO 11 AKOCTI HA 3a3HadeHiit BUpOOHMYIH AUIHUI y MOBHINA BIATOBIHOCTI 3 BHMOTaMY GMP,
BCTAHOBIIEHHMH MICITEBHM PETYJIATOPHHM ODPTaHOM, & TaKkOoX BLUICBIAHO 4O cheum$ikamii, Imo
MICTATBCA B peecTpauifiHoMy Hoche, 3aTBEPKEHOMY B YKpaimi [ JIOCAIKYBAHOTO JNiKAPCHKOLo
sacoby. IIpoTokoms BHpoGHHLTEA, HAKYBAHHA T4 NPOBEAEHHS AHAII3IR OyiTHM NepeBipeHti, BCTAROBIEHO
BIAIOBIAHICTE BUMoraM GMP Ta minucauo BIOMORIAANEHEMH 0C0BaMH BHpPOOHMKA.

Issued by / Bumano

Qualified Person Assistant / AcycTeHT
Ymornoraxenol ocobH:

Elisabetta Vallone/ Eniza6erra Bannone

Qualified Person / YnosHosaykeHz ocoda:

Dr. Daniele Casale /Joxtop daniene
Kazane

Date / Jara: 05.07.2024

RIVOPHARM SA

6028 Pharmaceutical Laboratories
anno - Swilzerlang ~Tel: +41 (0)91 611 98 88 - Fax: +41 (0)91 605 66 66 - Web site: www.rivopharm.ch
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JEPJKABHA CIVIKBA 3 JIIKAPChKHX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCHKIH OBJIACTI

nipos. Ceitnaunot Hamil, 3, m.Knis, 02099, ten/haxc: (044) 363-66-50
E-mail: dls.ko@dls.gov.ua, Koa €EAPIIOY 37078774

BHACHOBOK
PO SIKICTh BBE3EHOro B YKpaiHy JiKapchroro 3acoby

15.11.2024 Ne 58316/24/10

MIACEP®

(nafivenyBanna nikapebroro 2acofy 3TN0 3 peecTpatiiiiin mocsiaueH M)
TabJIeTKN, BRPHTI IIIBROBOIO 000,105 K010, 0 30 Mr, o 10 Tadaerok y Gaicrepax; mo 2
OaicTepn B KapToHHii mayni
{thopma BHNYCKY, AOIYBAHUA, BHA FEAKYDARNHA NKAPCLKOTO 31006Y)

Honsep peectpauifinore nocsiguerns UA/14722/01/02 crpox aii peectpauiitnoro nocsizuenus 01,01,2099

Cepix mikapesxoro saco6y No 234311 Kinexicts BBE3CHOTO AiKapeskero 3acoby 1440
Bepobuns. Pizothapm CA, 1lsciinapisa
{noiimenysanna pitpobuika nikapebKOro 3acody, kpaita HOXOEHEHHS)
Baeaeno B Yxpainy Crirsre yrpainchbKo-ecTOHCbKe NNNPHEMETBO Yy Gopni TosapucTRa
3 ofmezReHo10 BimoBinaabnicTo "Ourima-Oapm, JITH", inenr. wox:
21642228

(naiimMenynauns Ta kog 3a €IPTIOY sopummmet ecofit alo npissuuge, M4, 10 GATEROB] thiasiuol
0co0H - nianpreMus, i Micue IpouIBAKHA T2 peecTpauiiniNT HoMep 0DAIKDBOT KAPTXH MWNATHHKA
nogaTkis abo cepis Ta HOMEp MACNOPTA)

Ilporoxea Bisyasnoro kentpomo sig 11.11.2024 Nz 3485/9.

3a pesymbTTAMM JEPKABHOTG KOHTPONED BCTAHOBNEHO, MO MIKAPCHbKHi 3acif  BBeleHO B Vrpainy 3
AOTPHMAHHAM BHMOT 32KOHONABCTES BLO/10 3a6€3neMeHHA AKOCTI MikapenKIX 3aco6is.

//é : @d’;/ Bixrop CTEGKIBCBKHH

TIATHE (iniuiann Ta npizsmine)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

N. 14044/A

CEPTUDIKAT SXOCTI CEPI} JIKAPCHKOI'O 3ACOBY N. 14044/A

| Name of product / Hazpa HpOAYITY
(strength, dosage form, package size and type
/ nosysanus, nixapesxa (opma, poamip i Tun
YIAKOBKK)

MIASER®, film-coated tablets, 30 mg, 10 tablets in
a blister; 2 blisters in a carton with labeling in
Ukrainian /

MIACEP®, Tabnerku, BKDUTI  IIiBKOBOIO
00010HKO10, [io 30 Mr, o 10 Tabrerok y bnicrepax;
1o 2 Gnicrepy B KapTOHHIY maunj 3 MapPKYBaHHIM
YKPaiHCHKOI0 MOBOIO

Active substance / niroua DEYORHHA

I tablet contains: mianserin hydrochloride - 30 mg /
1 Tabnerxa micruts: miaECcepuHy rizpoxiopun - 30
Mr

| Manufacturing country / KpaiHa-BHpOGHUK

Switzerland / Ulpeitnapis

MA number / Howmep PI1

UA/14722/01/02

i
i

|

Batch number and size / Homep cepif Ta 234311

PO3MIp 15 465 packs/15 465 ynaxosox

Date of manufacture / ata BUPOOHULTBA 12.2023 '
f“gxpiry date / Tepmin npunatsoct] 12.2026

Name, address and license num ber of
manufacturing site / Hassa, ajpeca ta HoMep
nineHsit pupobupual Binsruni

Rivopharm SA, Centro Insema, 6928 Manno,
Switzerland / Pisodapy CA, Uentpo Incema, 6928
Manro, Hlsedtnapis

Manufacturing authorization Ne 51135 1-102608771
/Jliuensia ra BupoGHuMITEO No 511351-1 02608771

RIVOPHARM SA
Pharmaceutical Laboratories
€928 Manno - Switzerland - Tel.: +41 (0)81 611 98 88 - Fax: +41 (0)81 605 68 66 - Web site: wwaw,rivopharm.ch
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[Y-ciextp samumky Bignosizae ETANOHHOMY
CHEKTPY Miarcepuny rigpoxiopury

TESTS / HOKAZHVKY SPECIFICATIONS / CHEIU®IKAILY RESULTS /
AKOCTY PESYIILTATHU
Deseription / Onuc Film-coated, biconvex, oblong tablets, with | Complies /
break-line, white colour / Bxpuri mrisxopoio Binnosigae
0BOIOHKOIO, ABoomyKAi, BAOBKEH] 3
PO3NINBEHOIO PHCKOIO TabeTku Bioro KONBOPY
Identification: During “Assay” test performance the retention | Positive /
time of Mianserin  HCl peak on the Hozuruesa
HPLC/BEPY chromatogram obtained with test solution
corresponds to the retention time of Mianserine
! HCl peak in the chromatogram obtained with the
reference solution / IIpu Bukonanni noxasuuxa
«KinpxicHe sBusmanennsy», wac VIPHMYBAHHS
nixy Miascepuny HCl ma XpoMaTorpami
BHIIDOOYBANBHOIO POSYMHY Bifnosigac yacy
YTpuMyBamHEs 1iky Miancepuny HCl  ma
XPOMATOrpamMi pO3UUHY NODPIBHAHHS.
IR-spectrum / I-cnexTp IR-spectrum of the residue corresponds to the | Positive/
reference spectrum of Mianserin hydrochloride / | ITozuTusua

Qualitative reaction
(Titanium Dioxide)* /
Hxicna pearyis (rwran
rioxeng)®

Yellow-orange colour is developed /
Tonsa sxorTo-opamxeroro KONBOPY

Not conducted /
He nposonuses

Disintegration /

Poznansung

Not more than 15 min / He 6imsure 15 x5

6 min. / 6 xp.

Uniformity of dosage units
/ Opuopipxicrs nozosanuy
OAHFENL

Not more than 15.0/
He Sinbuze 15,0

5.1

Average weight /
Cepeans maea

309.45 mg + 15.47 mg/
309,45 Mr < 15,47 mr

304.70 mg /
304,70 mr

&

esistance to crushing /
Crifixiers go
DO3ZABNIGBAKNHES

Not conducted /
He npoBoauses

D
Dissolution / Posunnenny

Not less than Q = 75 % in 30 minutes / He
menute Q = 75 % vepes 30 xsuauy

83 %

5628 Manno - Switzerland - Tei.:

RIVOPHARM SA
Pharmaceutical Laboratories

*41(0)81 611 98 88 - Fax: +41 (0)81 605 63 66 - Wab site: www.rivopharm.ch




[Assay [Kimvmions T35 % - 105 % 101 %
BuSHaYeHHN:

- Mianserine hydrochloride

/ Miasecepun rinpoxsopuy

| Related substances / Each secondary spot <0.5 %/ 1 <0,2%

Cropount nominnes Kosxwna apyra toqxa <0,5% |

| | Complies/ !
! i Not more than 2 such spots > 0,2 % / Binnosizae |

He Ginbime gix 2 Taxi Togxy > (0,2 % | _
Total aerobic microbial count (TAMC): not more | Not conducted /
than 10° CFU/g / He mposouses
Saranere wucno aepObHUX  MiXpoopranismis | |
(TAMC): e Ginbme 10° Kyo/;

__,___\____:____‘___w
Microbiological purity® /

!
i
i
i

Mixpo6ioseriuna qHCTOTE ™

|
|

Total yeast and mould count (TYMC): not more | Not conducted /
than 10 CFU/g / He nposojupcs
3aransHa kinexicrs IOPDLKIDKOBHX Ta IUCHABUX i
rpudie (TYMC): ne 6inpme 102 KYOrnr f
Not conducted / |

E. Coli: absence in ] g8/ Bincyruicts 5 1 1 | He nposomuscs

P o I R T p 1 X P it
| Mass uniformity of divided Not more than | mdividual mass is outside the | Not conducted /
| tablets limits of 85%-115% of the average mass. No He nposoauscy

5% / Gimior
I POIKOROTH | individual mass is outside the limits of 75%-

: 125% (only at the beginning and at the end of i
the stability) / He 6iipme "X ] inausinyansua |
Maca BUXOIUTS 3a Mexi 85 %- 115 % Bix i

Cepennsol Bary, Hemae BIAXHICHHS Big ,

BCTaHOBACHUX iMitis: 75 %-125 9%
*The test is performed every 5 batches / Tecr LIPOBOIMTECS UL KOMKHOT 5 cepii

The batch meets the requirements of QCM for MA Ne UA/14722/01/02. / Cepis Binmosinae Bumoran
MK na PTT Ne UA/ 14722/01/02. _
The packaging, labelling and expiry date meet the requirements of QCM, / Ynakosxa, MapKyBaHHs Ta
TepMiN npusargocTi BLONOBIAAIOTE BUMOray MK31.
Storage conditions: Keep out of the reach of children in the original package at a temperature below
23 °C.7 Vmonu s6epiranus; 36epiraty » OPHIiHanbHIY yriakopm IpH Temrepatypi He Buine 25 °C v
HeRoCTyROMY st aitelt micwi.
Conclusion: | hereby certify that the above information is authentic and accurate. This batch of product
RIVOPIHARM $A
Pharmaceutical Laboratories
8928 Manno - Switzerlang - Tel.: +41 (0)91 6711 95 88 - Fax: +41{0)91 605 66 65 - Web site: www.rivopharm.ch



has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory authority and also with
specifications of the registration dossier approved in Ukraine for investigational medicinal product. The
manufacturing records, as well ag packaging and analysis records, were reviewed and found to be in
compliance with GMPp requirements and were signed by the responsible persons of the above-mentioned
manufacturer, / Iun 5 ni,qrsepzxxcyzo, IO HaBeneHa Bume Inbopmanis e AOCTOBIPHOXO Ta ToYHOIE. Ua
cepis npoayxuiy Oysna BATOTOBJIEKE, BIUTIOYAIO Y TAKYRaHHS, MapKyBaHHs Ta HPOBEACHHS KOHTPOMIO If
SIKOCT! 84 3a3Haveniy BUPOOHUYIT finsnyi ¥ TIOBHIH BijnoBiggocti 3 Buamoramu GMP, scranosnennyy
MicHeBum PErYNATOpHUM Opramom, a TAKOXK  BiAnOBigHO a0 cnenndikaniif, mo wmicrsrpes B
PeeCTpanifinomy nocke, 3aTBEPIKEHOMY B Yipalai mug ROCITIDKYBAHOrO NiKaperKoro  3acoby.
Hporoxony BYPOOHUUTRE, nakymamms Ta IIpOBeNeH s anarisip Gyny nepesiperi, BeraHonmeno
Blanosigricrs bumoram GMP ta nigmacano BIANOBImabL UM ocobamu BupoGuuxa.

Qualified Person Assistant / Acucrent Qualified Person / Ynosxosaxera ocofa:
Y nosHoB@KEHOT 0co6y: e
i T S ~ % - = iz .
Elisabetta v allone/ EnisaGerra Bannore Dr. Daniele ;@ le /IToxTop Haniesne
S Kazane  {_7 -

,/ A /,«"/ i

Nt

R v

Date / ara: 29.1 2.2023

RIVOPHARM 5A
Pharmaceutical Laboratories
6828 Manno - Switzerland - Tej.; +41 {081 611 98 88 - Fax: +41(0)21 605 65 66 - Woeb site; www.tivopharm.ch



AEPIKABHA CIIVKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMH ¥ KHIBCHKIN OBJACTI

npoB. Ceitnuynol Haaif, 3, m.Kuin, 02099, ten/daxc: (044) 363-06-50
‘E-matil: dls.kof@dls.gov.ua, Koa €APTIOY 37078774

BUCHOBOK
npo sIKicTh BBe3eHOro B YKpaiHy Jixapcbroro 3acoly

15.11.2024 Ne 58315/24/10

MIACEP®

(nafincHyBanna Aikapcokora sacofiy arinuo 3 peecTpauiliiins nocBiaMCHIAM}
Ta6.1eTKH, BRKPUT] RAiBKOBOIO 06010KK00, no 30 M1, ro 10 Tadaerok y Gaicrepax; mo 2
SaicTepu B KapTonuiii naymi

{thopMa BIlMYcKy, NOIYBAHHYE, BHE NAKYBAHHA NRApCHKOTO 3acoby)

Houep peecrpauiiigoro nocsimuenns UA/14722/01/02 crpox nif peectpaniiizoro noceizzenns 01.01.2099

Cepix aixapeskoro sacoBy Ne 234310 KinkkicTs BBe3enoro nikapenkoro 3acoby 864
BrpoSunk Pisothapm CA, Hlpeiinapin
(safimenyaapis BpoblKa HKAPCLKOrD 32000y, KPaitia MOX0AKEHHE)
Baeseno 8 Vipainy Coinbne yrpaincbKo-eCTOHChKE MIANPHEMCTBO Y GoppMi TOBAPHCTBA
3 o6Meskeno1o BixmoBinaaniicrio "Onorima-@apm, AT, inenr. kox:
21642228

{maiisenysanis Ta xon 34 €APTIOY ropuauynoi acofi abo npisenwe, iv'e, oo Garsrosi HizrmHol
ocofu - mianpuemuy, 1i Micne mpokHRaHIA TA peecTpaniiianii HoMep ofnikasol xaprru nHaTARKA
nogatkie abo cepig Ta HOMep nacHopTa)

HOportoxon sisyaasnero rourpomo six 11.11.2024 Nz 3485/8.

3a  pesyssTaTaMl OEPXABHOTO ROHTPOMIO BCTAHOBAGHO, IMO JIiKapehKHit 3acid BBeseno B Ykpainy 1
AOTPHMAHHSAM BiMOr 3KOHOAZECTEA IMOAO 3a0e3NeueH A AKOCTE NIKAPCHKIX 3ac0bis.

Bixtop CTEQKIBCBLKHIA

{iniitiani Ta npizenue)

:""\.._wg-m:'ﬁ



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N. 14043/A
CEPTUOGIKAT AKOCTI CEPIL JUKAPCEKOTO 3ACOBY N. 14043/A

(N‘ame of product / Hassa npoRyxTy
(strength, dosage form, package size and type
/ nosysasns, Tikapcbka Gopma, posmip I THI
YI2KOBKH) ‘

MIASER®, film-coated tablets, 30 mg, 10 tablets in
a blister; 2 blisters in a carton with labeling in
Ukrainian /

MIACEP®, TtalbueTxy, BKpUTI  [UTIBKOBOIO
06070HK0I0, 1o 30 Mr, o 10 TabneTok y Giicrepax;
ro 2 GricTepy B KapTOHHIH mauul 3 MapKyBanHAM
yKpaiHCEKOIO MOBOIO

Active substance / Ail0Ya peuoBrna

1 tablet contains: mianserin hydrochloride - 30 mg /
| raBeTka MICTHTS: MiancepuHy rigpoxiopus - 30
MT

Manufacturing country / xpaina-BHpOOHIK

Switzerland / 1lIseiinapis

MA number / Homep PII UA/14722/01/02

Ratch number and size / Homep cepii Ta 234310

po3MIp 15 985 packs/15 985 ymaxoBok
| Date of manufacture / [lata BupoGHuTBa 12.2023

Expiry date / Tepmis mpuaTHocti 12.2026

Name, address and license number of
manufacturing site / Hazsa, agpeca 1a HOMEp
pinewsii supofunyo! pixerMni

Rivopharm SA, Centro Insema, 6928 Manno,
Switzerland / Pisodapm CA, Uertpo Incema, 6928
Manno, [seknapis

Manufacturing authorization Ne 511351-1 02608771
/Miuensis Ha supobuurso Ne S11351-1 02608771

RIVOPHARM SA 4
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TESTS / IOKASHUKNU SPECIFICATIONS / CHELU®IKATIIA RESULTS/
AKOCTI PE3VILTATHA
Description / Onuc Film-coated, biconvex, oblong tablets, with Complies /
break-line, white colour / BxpuTi IiBKOBOIO Binnosipae

OGONOHKO0,  HBOOMYKJ,  BUJOBMEHI 3

PO3JIBHOKX PUCKOIO TabICTKH Binoro Xonsopy

Identification:

HPLC/ BEPX

During “Assay” test performance the retention
time of Mianserin HCl peak on the
chromatogram obtained with solution
corresponds to the retention time of Mianserine
HCI peak in the chromatogram obtained with the
reference solution / Ilpy BAKOHAHHNI TIOKa3HWKa
«inpkicHe BH3HAUCHHAN, Ya&C YIPHMYyBAHHA
nixy Miancepuny HCl ma xpomarorpami
BunpofyBansHOrO  PO3UUHY Bignosigae Hacy
yTpuMysasEa  Hiky MiaHcepury HCl ua
XpoMaTorpami posurHy IIOpIBHIHHA.

test

Positive /
TlosuTuBHAa

IR-spectrum / [4-cnexrtp

R-spectrum of the residue corresponds to the
reference spectrum of Mianserin hydrochloride /
TY-criexTp 3aJMIKY BiANOBiRae eTalOHHOMY
criexTpy MiaHcepuHy ripoXIopuay

Positive/
{lozpTupHa

Qualitative reaction
(Titanium Dioxide)* /
Sxicuz peaxuis (ruTan
piowena)®

Yellow-orange colour is developed /
TosiBa KOBTO-OPAHKEROI0 KONBOPY

Not conducted /
He nposoauscs

Disintegration /
Poznapangs

Not more than 15 min / He Ginpuie 13 xB

5 min. /5 xs.

Uniformity of dosage units

[ OpuopipuicTs KO3CBARIX
ORUHKLE

Not more than 15.0/
He 6inbire 15,0

e
{=

Average weight/
Cepenns maca

309.45 mg + 15.47 mg/
309,45 mr 4 15,47 mr

306.01 mg/
306,01 mr

| Resistance to crushing /
Crifixiers A0
PO3AB/IOBAHES

Not conducted /
He npoBOIUBCS

Dissolution / Pozuynnenud

Not less than Q = 75 % in 30 minutes / He
menie Q = 75 % uepes 30 XBUIUH

87 %

5428 Manhic - Switzerland - Tel.: +41 (0
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Assay / Kinskicue 95 % - 105 % 101 %
BHIHAYCHHN!

- Mianserine hydrochloride
| wiiapcepny rigpoNIopua

Related substances / Bach secondary spot <0.5 %/ <0,2%
Cropongi pomimes Kosxna apyra touka < 0,5 %
Complies/
Not more than 2 such spots > 0,2 %/ Bignonigac
He 6iapme Hix 2 Taxi Touky > 0,2 %
Micrabiological purity* / Total aerobic microbial count (TAMC): not more | Not conducted /
MixpoSiosoriuna wuerora® | than 1 03 CFU/g/ He npozonuscs

SaranpHe 9Mcno  aepobHUX  MIKpOOPramiswin
(TAMC): He Gipie 101 KYO/r

Total yeast and mould count (TYMC): not more Not conducted /
than 10> CFU/g/ He nposoayecs
Jarwrsaa KUTHKICTh APDKIKOBAX Ta IUTICHABMX
rpu6is (I'YMC): e Gimsue 10* KYO/r

Not conducted /

E, Coli: absence in | g/ Bigeyrsicts s LT He mpoBoiuaC:
Wiass uniformity of divided | Not more than | individual mass is outside the .| Not conducted /
tablets® / Onuopinmicrs limits of 83%-115% of the average mass. No He npoBonuBCs
MacH POZKOJIOTHY individual mass is outside the limits of 75%-
rafnerox® 125% (only at the beginning and at the end of

the stability) / He Ginsiue mix 1 igpusigyansya
Maca BUXOIUTS 3a Mexi 85 %- 115 % sin
cepenHpol Bary. Hemae BiIXuIeHHS BiE
BCTAHOBJEHMX JIiMiTiB: 75 %-125 %

*The test is performed every 5 batches / TecT IpoBOIMTLECH W1 KOKHOT 5 cepil

The batch meets the requirements of QCM for MA Ne UA/ 14722/01/02. / Cepis Bignosijae suMoram

MK ma PTT Ne UA/14722/01/02.

The packaging, labelling and expiry date meet the requirements of QCM. / Yirakopka, MapKysaHHs Ta

TepMin npumaTHOCT! BijoBigal0Ts BuMoran MK

Storage conditions: Keep out of the reach of children in the original package at a temperature below
RIVOPHARM SA
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25 °C. / Ymosu s6epiranus: 36epirati » opurinabHifl YIIAKOBI IpU TEMIEPATypl HE BUIIE 25°Cy
HENOCTYIIHOMY jistst pitedl micui,
Conclusion: | hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory authority and also with
specifications of the registration dossier approved in Ukraine for investigational I medicinal product. The
manufacturing records, as well as packaging and anaiysis records, were reviewed and found to be in
compliance with GMP requirements and were signed by the responsible persons of the above-menti ioned
meanufacturer. / Lluam 5 nigTBepuKyio, 0 Haseena suile indopMallis ¢ ZoCToBIpHOIO Ta ToHHOIo. L
cepin MPOXYKUT Gy/ia BHIOTOB/ICHA, BKIUOYAIOYH 1aKyBaHHs, MApKYBAHHs T2 NPOBEJEHHS KOHTPOJIO i
AKOCT] Ha 3a3HAYeH ] BUpOBHIYIN Ainsnui y moBHiY BimnomigHoCTi 3 BUMoramMy GMP, BCTaROBICHUMY
MICHEBAM DEryISTOPHHM OPraHoM, a TakoX BiamosimHo mo crmemudixauif, mo Micratees B
peccTpauifHOMy [OChE, 3aTsepikeHoMy B Ykpaimi ama jgocrimxysamoro nikapcpkoro 3acofy.
TIpoTOKOMM BEPOGHMMITEA, NaKyBagHs T4 NPOBENEHHs aHaiisis Gyau nepesipeHi, BCTAHOBISHO
sipmosiguicTs sumoram GMP Ta nigmucano BignosigansHuMy ocobamy BUpoOHuKa.

issued by / Buaanro

Qualified Person Assistant/ AcucterT Oualmed Pu_s_on./- gl;mr{zosfwma ocoba:
Yiopsosaxeuol ocobu: Dr. ,Damcle Casale /lf[oxmp Hauiene
Elisabetta Val lg 168 313&68'1'1"& Bamione
o
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%
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Date / Hara: 29.12.2023
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