BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N. 11315/A
CEPTUBIKAT AKOCTI CEPIT NIKAPCHLKOIO 3ACOBY N. 11315/A

Dissolution / Posunsennn Not less than Q = 75 % in 30 minutes / He meutie Q= { 100%
75 % uepes 30 xemnuuH

Assay / KinbKicue suanauenmn 95%-105% 100%

- Mianserine hydrochloride /

miancepuny rinpoxnopna

Related substances / Cropoxwi Each secondary spot £0.5 % / KOXHa Apyra Touka 5 <Q05%
AOMILKK 0.5%
Not more than 2 such spots > 0,2 % / He Ginbwe Him | Complies/ Bianoeiaae
2 1aKi Toukn > 0,2 % -

Microbiological purity* / TAMC (3aransHe yncno aepobHmx mikpoopranismie): | < 10 CFU/g (merwe nik
MikpoSionoriuna uncrora® NMT 10° CFU/g (we Binsiwe 107 KYO/r): 10 KYO/r)
TYMC {3araneHa ulnbkicTs Apinamosux Ta nnicssux | < 10 CFU/g (mesiwe Hix
rpubie): NMT 107 CFU/g (He Ginwie 107 KYQ/r); 10 KYO/r)
Absent / pincyiia

Escherichia coli per 1g: Absent / sigeyTwik

*The test is performed every 5 batches / Tect nposoanTbea ANR KOWHOT 5 cepii

The batch meets the requirements of QCM for MA Ne UA/14722/01/01 / Cepin sinnosiase sumoram MKS a8 P Ne
UA/14722/01/01.

The packaging, labelling and expiry date meet the requirements of QCM / Ynaxoexa, MBDKYBAHHA T3 TepMiK
NPUAATHOCT! BIANORIAA0TE BMmoram MKA.

Storage conditions: Do not store at temperature above 25°C. Store in original container in the inappropriate for
children in place / Ymosu 36epiranua: abepirami & opuridanckii ynakoeui npn TeMNepaTypi He suie 25 °C.
36epirati y HEROCTYNHOMY ANA fAiTel micuj.

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and nuality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packeging and analysis records were reviewed and
found to be in compliarice with GMP /

Livm & nigreepamyio, Wo suwerasene 2 indopmallis £ 505 708ipHom 12 TouKoio. LA cepin npoayxui Syna
BMIOTOBAEHA (BKAICHAI0YM YNAHOBKY/NapKYEaHHA), F K0HTPOML AKOCT! MPOBEACHUN Ha 33aHaveHil BupoBHMUIH
AinbHdli ¥ NOBHIA BIANOBIAHOCTE A0 BT GMD, BETaHOBMEMA MItLAD MM PeryNATODHUM OPraHoOm, 3 TAKOK
signosiane Ao cneumdixauii Ao P Ha ripenapar. NPoToRONY BUpoBHULTES, yNakosku Ta aHanisn Gyau
NepernaHyT Ta BCTAROBNEHD BigNOBIANILT, Bumaram GMP

Compiled by / NigroTosnenwii Issued by / 3areepmmennii
QP Assistant / Acucrest Ynosnosameso! ocobu: Qualified Person / YnosHosamena ocoba;
Elisabetta Vallone/ Dr. Daniela Casale /
EnizoBemmua Baanoxe A-p Aoniena Yacane
N
Date / fara: 05.08.2021 Date / fara: 05.08.2021

RIVOPHARM SA

Pharmaceutical Laboratories
6928 Manno - Switzerland - Tel.; +41 {0381 611 88 88 - Fax: +41 {5I91 605 66 66 - Web site: www.rivopharm.ch
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N.11315/A
CEPTUGPIKAT AKOCTI CEPIi NIKAPCBKOID 3ACOBY N. 11315/A

Name of product / Hazsa npogywry MIASER, 10 mg film-coated tablets Ne 20 (2x
{strength, dosage form, package size and type / boxes / MIACEP®, raGnetin, BRpWYi NAIBKOBOX
LO3YBAHHA, NiKBpChKA Popma, POIMIp i Tvn ynaxkoskk] | no 10 mr Mg 20 (10x2) y Gaicrapax 8 kaprouHux na i
Active substance / pilova peuosnHa Mianserin hydrochloride 10 mg / Miancepwrhy rigpoxsopua
10 mr
Manufacturing country / kpaina-BupoBHuk Switzerland / Weeluapin
MA number / Homep P UA/14722/01/01
Batch number and size / Homep cepii ta poamip 212446
48 295 packs/ynaxkoeox
Date of manufacture / flata empoBHuures 07.2021
Expiry date / Tepmis npuaaTHocTi 07.2024
Name, address and license number of manufacturing Rivopharm 5A, Centro Insema, 6928 Manno, Switzarland - ML
site / Hasga, agpeca Ta Homep NilyeHsiT BupoSHUsDl Mo 504552/ Pisodapm CA, Hempo incema, 6928 Makto,
BinbHui Liseituapin = Mliuenain Ha eupobunuTeo Ne 504552
GMP certificate or EudraGMP reference numbers / No. 19-1010 issued on July 22, 2019 / N¢ 19-1010 engaunii
GMP ceprudiuaT abo nocvnanHa Ha EudraGMP 22 nvnia 2019 p.
TESTS / NOKAIHMKM AROCTT SPECIFICATIONS [ CNIELMOIKALLA RESULTS / PE3Y/IbTATH
Description / Onuc Film-coated, biconvex, round, white tablets / Bipwti | Complies/ Bignosiaae
nniskosoK 0BONOHKOID, BOOMYKAI, KpyTni Tabnemm
§iaoro Kxonoopy
Identification: HPLC / During “Assay” test performance the retention time | Positive/ Noawmexa
lpewmudinayin: BEPX of Mianserin HC peak on the chromatogram

obtained with test solution corresponds to the
retention time of Mianserine HCl peak in the
chromatogram obtained with the reference solution
/ Npy pukoHaHHI NOKa3HWKa «Kinbkicke
BH3HAYEHHAR, 43T YTPHMYBaHHA niky MiaHcepuHy
HEI Ha xpomaTorpami suNpobyeansHOrc posunmy
signosigae vacy yrpumysaria niky Miancepuny HC
Ha XPOMITOTDaMI DO3YMHY NOPIBHAMMER,

ldentification: IR-spectrum / IR-spectrum of the residue corresponds to the Positive/ Moautena
Inevmudivanin: M-cnextp reference spectrum of Mianserin hydrochloride / 19-

CNERTP 33NHMIIKY BiRNOBISAE ET3NOHHOMY CNEKTRY

MigHcepuny Hapoxnopuay
Qualitative reaction (Titanium Yellow-orange colour is developed / Nosea mosTo- Positive/ Noavwrrena
Dioxide}* / Avicua peauuin OPSHMEBOTO KONLORY
(vrany piokcna)®
Disintegration / Posnagatun Not more than 15 min / He Binnwe 15 xs 2 min /dxs
Uniformity of dosage units / AV<15.0 ' 43
Opropigsicrs aososannx
OpMHUUL AN
Average weight / Cepeaun maca | 103.15 mg +7.74 mg / 103,15 mr £ 7.74.04r 101.57 mg/101.57 mr
Resistance to crushing / Crilixicrs | - Mot performed / He 6ys

B0 PO3AABAIOBANHA npoBeneHHi
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