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AEPXJIKCITYXXBA
I[EP)KABHA CJIY ’KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
p 4 I.[HIIIPOIIETPOBCI)KII/I OBJIACTI

Huinpo, nn.CoBopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €APTIOY 37070665

BHCHOBOK
npo fAKiCTH BBe3eHOro B Ykpaluy Jikaperkoro 3acody
22.12.2021 Ne 76891/21/041'[
MIACEP®

(Hanmeﬂynauux nixapchkoro 3aco6y 3riiHO 3§ PeecTpaLliiiHIM NOCRIIMEHHSM)
Ta6JIeTKH, BKPHTI I1iBK0B0I0 060.10HK0I0, 10 30 Mr 10 10 TabxeTok y 6.mcrepax, mo 2
6aicrepu B KapToHHIH mauni

(bopma BumycKy, A03yBaHHS, BHI NAKYBAHHA JTiKapcrkoro 3aco0y)

Howmep peectpanittsoro nocsimaenns UA/14722/01/02 crpox if peectpauiiinoro nocsimuenns 01.01.2099

Cepis nixapcekoro 3aco6y Ne 212380 KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 11808
BupoGHHK Pisodapm CA, IlIsetinapis
(natiMeHyBauHs BUpOOHHKA Jikapchkoro 3acoBy, kpalHa MOXOMKEHHS)
- BaeseHo B Vpalny TorapucTBo 3 06Mexenol0 BianoBinansnicTio ""BaJIM", inenr. xon:
31816238

(nalMeHyBaHHs Ta KOJ 38 CZIPI'IOY IOpUANYHOT 0co6K 860 mpi3sHuLe, iM'd, N0 6aTHKOBI
Gisuunol ocobu - miznpuemng, i Micue TIPOXHBAHHS T4 peecTpauiinuit Homep 061ikoBOT
KApTKH [UIATHHKA N0JATKiB 260 cepis Ta HOMep NacmopTa)

Iporokon BlsyansHuoro koutpomo bin 21,12.2021 N 03-01/4423/2.

. 3a pesyNbTATAMH JEPXABHOIO KOHTPOJNIO BCTAHOBNEHO, WO JikapchkuH 3aci6 BBe3eHO . B Vkpainy 3
'AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA OO 3a0e3MeueH s AKOCT MKapChKHX 3aC06iB.

Havansruk JlepxabHoi CIryxOH 3 .
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N.11296/A
CEPTUDIKAT AKOCTI CEPIf AIKAPCBKOTO 3ACOBY N. 11296/A

" Name of product / Hassa npoaykry
{strength, dosage form, package size and type /
A03YBaxHA, Aikapcoka Gopma, Poamip § TN ynakosikm)

MIASER, 30 mg film-coated tablets Ne 20 [2x10) In blisters in
boxes / MIACEP®, vabaerky, BKpUTi nAiBKoBOK 06onoHKOMW,
no 30 mr Ne 20 {10x2) y 6aicTepax B KAPTOHHUX NauKax

‘Active substance / ajiova peuceuHa

Mianserin hydrochloride 30 mg / MiancepuHy riapoxnopua
30 mr

Manufacturing country / kKpaiHa-supoBGHUK

Switzerland / Weediuapin

MA number / Homep Pl UAf14722/01/02
Batch number and size / Homep cepif Ta poamip 212380

15947 packs/ynakosok
Date of manufacture / flata supobBruurea 07.2021
Expiry date / TepmiH npuaarHocTi 07.2024

Name, address and license number of manufacturing
site / HasBa, appeca Ta HoMep AiLeHsIi BUpaGHKYOT
BinsHuuj

Rivopharm SA, Centro Insema, 6928 Manno, Switzerland - ML
Ne 504552/ Piaodapm CA, LenTpo lHcema, 6928 MaHHo,
tWeeiuapia — AiyeHsia Ha BrpoBbHMLTED Ne 504552

GMP certificate or EudraGMP reference numbers /
GMP ceprudikar abo nocunaHHA Ha EudraGMP

No., 19-1010 issued on tuly 22, 2019 / N2 19-1010 suaaHKi
22 annHA 2019 p.,

TESTS / TOKASHWKK AKOCTI

SPECIFICATIONS / CNEUHMDIKALNA

RESULTS / PE3VABTATU

Description / Onvic

Film-coated, biconvex, oblong tablets, with break-
line, white colour / Bkputi nniekosoto o6onoHKo,
ABOORYKAI, BUAOBHEHI 3 PO3AINLHOIC PUCHOID
TaBaeTum Binoro Konvopy

Complies/ Bignoeiaae

Identification: HPLC /
taeHyndikawia; BEPX

During "Assay” test performance the retention time
of Mianserin HCl peak on the chromatogram
obtained with test solution corresponds to the
retention time of Mianserin HCl peak in the
chromatogram ohtained with the reference solution
/ Npu suroranil nokasHnka «KinbkicHe
BU3HAYRHHAR, YA€ YTPUMYBaHHA Niky MiancepuHy
HCl wa xpomarorpami eUnpoBysancHOro poavMHy
Bipnoeigac vacy yrpumyBsaHHA miky MiancepuHy HC
Ha XpoMaTorpami po3uMHy NOPIBHAKKA.

Positive/ NosutveHa

Identification: IR-spectrum /
laeHTHgikauin: IN-cnextp

IR-spectrum of the residue corresponds to the
reference spectrum of Mianserin hydrochlorige / IM-
CNEKTP 3aNULWKY BIANOBIAAE ETaNOHHOMY CNIEKTPY
Miarcepudy rigpoxaopuay

Pogitive{ MoauTkeHa

Qualitative reaction (Titanium
Dioxide)* / AxicHa peanuin

Yellow-orange colour is developed / Nosga woBeTo-
OPaHKEBOrD KOAbOPY

Positive/ NosKTHBHA

[rurany giokcua)*
Disintegration / PoanagaHun Not more than 15 min / He Ginewe 15 xa 3min/3 xs
Uniformity of dosage units / AV<15.0 3.0
OfaHopigHICTL AO30BaHMX
OAMHNUL
-Average weight / CepepHna maca 305.45 mg + 15.47 mg / 309.45 mr £ 15.47 mr 303.76 mg/ 303.76 mr
Resistance to crushing / Crifiicre | - Not performed / He Gye
A0 Po3aasnI0BaHHA NpoBEAEHHN




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT N. 11296/A
CEPTUSIKAT AKOCTI CEPIf IKAPCbKOFO 3ACOBY N, 11296/A

Dissolution / PosuuuesHa Not less than Q = 75 % in 30 minutes / He meHwe Q. = | 97%
75 % yepea 30 xBUAUH

Assay / KinbKicHe BWSHayeHHA 35 %-105% 101%

- Mianserine hydrochloride /

miaHcepuHy rippoxnopug

-Related substances / CroponHi Each secondary spot £ (.5 % / komHa gpyraToukas | <0.2%

BOMILIKK

0.5%
Not more than 2 such spots > 0,2 % / He Ginee uby
2 TaKi TouKu > 0,2 %

Complies/ Bignosipae

Microbiological purity* /
Mikpo6Gionoriuna uncrora*

TAMC (aaransHe yucao aepobuux mikpoopraHismis):
NMT 10° CFU/g (He Binbwe 10° KYO/T);

< 10 CFU/g (meHpwe 10
KOE/r)

TYMC {zaraneHa KinbKicTe apixanosux Ta naicHaenx | < 10 CFU/g (menbluie 10

rpuGis): NMT 102 CFU/g {He Binbue 107 KYO/r); KOE/r)

Escherichia coli per 1 g: Absent / BigcyTHin Absent / sigacyTHii
Mass uniformity of divided Not more than 1 individual mass is outside the limits | Complies/ Bianosigae
tablets* / OanopigHicTs macu of 85%-115% of the average mass. No individual
poskonoTux raGneTor* mass is outside the limits of 75%-125%. / He Ginbwe

Hix 1 iHaMBiBYaNbHA MACca BUXOAMTT 38 mewi 85%-
115% Bip, cepegHLOf Baru. Hemae gigxnnenHa sig,
BCTAHOBASHMX AimiTie: 75%-125%.

*The test is performed every 5 batches / Tecr nposoguThea 2as KOXHOT S cepil

The batch meets the requirements of QCM for MA Ne UA/14722/01/02 / Cepia signosigae sumoram MKA aa PN Ne
UA/14722/01/02.

The packaging, labelling and expiry date meet the requirements of QCM / YnakoBKa, mapKysaHHA Ta TepmiH
npyAaTHocT BignoBiAaKTL BrUMOram MKA,

Storage conditions: Do not store at temperature above 25°C. Store in original container in the inappropriate for
children in place / Ymosu s6epiranHa; 3bepiraTi 8 opuriHaabHii ynakosuj npy Temnepatypi He sve 25 °C. 36epirat
¥ HegocTynHomy aaa giteil micuyj,

| 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 GMP
requirements of the local Regulatory Authority 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 (GMP certificate No. 19-1010 issued on July 22, 2019) / Uum 8 nigTeepasyio, wo
BMleHaBepena iHpopmauia € AocTosipHOD Ta TouHOW. UA cepin npoaykuii Gyna edrorosneHa (BRAOHaOum
YNaKkoeKy/MapKysaHHa}, i NpoBeAeHUIA KOHTPONL AKOCTI HA 3a3HaUEHIH BUPOBHIMIN AiNBHKLI Y NOBHIN BignosignocTi
A0 sumor GMP, scTaHosneHnX micUEBNM PRrYASTOPHNM OPraHoM, a TaKoXK BiANORIAHO a0 cneumdikauii 4o P Ha
npenapar. NpoTokonu BUPoGHMLTBa, YNaKOBKW Ta aHvanism Byau nepernAHyTi Ta BCTAHOBASHO BIANOBIAHICTL
sumoram GMP (GMP ceprudixar N2 19-1010 suaanmil 22 awnna 2019 p.).

Compiled by / Nigrorosnennii Issued by / 3aTeepamennii
QP Assistant / AcucTeHT ¥YnosHOBaReH0T 6cobu: Qualified Person / YnosroBakeHa ocoba:
Elisabetta Vallone/ Eniza6emma Bannote Dr, Daniela Casale / -p Aariena Yacane

Date f Bata: 27.07.2021 Date / Aara; 27.07.2021




Rivopharm

BATCH CERTIFCATE OF ANALYSIS OF MEDICINAL PRODUCT M. 11296/4
CEPTVIOWKAT KAMECTRA CEPVIVI ASKAPCTBEMHOTO CRESCTYRA No No 11296/ A

R Oy

{strength, dosage form, package

[03VPOBKA, NeKapcYeeHHas ¢opma, pasmep M Tun

Name of product / HaasaHue npoaykTa { | MIASER, 30 mg ng film-coated tablets Ne 20 {2x10} in blisters iny
size and type /| boxes/MMWACEP®, rabnerku, NOKPLITbIE NAGHOYHON
06onouKoi o 30 mr Ne 20 {10x2) B 6AncTepax B KAPTOHHbIX

vna“oaﬂ“] e et = l'la‘lt(a)(. B et T~ v r it e e |
Active substance / ,Eleucreylou.l.ee BELLECTEO Mianserin hydrochloride 30 mg / MuancepyHa rugpoxaopug
. - i - 30 M T s e e
Manufacturing country / cTpaHa-npouasoanTent Switzerland / Weeiuapus
. _MA pumber./ Homep PY . J . uafiayzzjoifoz. = s
8atch number and size / Homep cepun v paamep 212380

. 15947 packs/ynakoBoK.

|_Date ofmanufacture / fasanponssoacyea, ... 4..07.2021 _ .. ...

_.Expiry.date /. Cpok oamoeTM_ _ .

. . e . 1,.07,2024. .. .

ki

ot b W = %

MPOM3BOACTBRHHOMD YYacTHa

Name, address and license number of manufacturin :
site / Haseadue, agpec ¥ HOMEP  AULIEH3WY

R

Rivopharm 5A, Centro Insema, 6928 Manno, Switzerland -
ML Ne 504552/ Pusodrapm CA, LeHtpo UHcema, 6928 MaHHO,
UWsekivapua — flulieHana Ha npouseoacreo No 504552

L _CEPTURUKAT WK CChiaKa Ha EudraGh

GMP certsf‘cate or EudraGMP reference numbers )'GMP No. 19-10i0 issued on July 22, 20
AP _ e~ 1. WOAB 20195... .

19 / Ne 19~IOIU Bbl,an 22

TESTS / NOKASATENM KAMECTBA

« - we o SPECIFICATIONS / COEUNPUKAUMA

RESULTS / PESY/IETATH]

Description / Onucanne

-

Film-coated, biconvex, oblong tablets, with break-
line, white colour / [MoxpbiTele nAEHOYHON
ofiONOUKON, ABOAKOBLINYKAGIE, NPOAOATOBATHIE G
pasaeanTeAsHON prckoi.TaéneTiu Genoro usera

Cornplies / Cooreercrayer

identification: HPLC /
Maentudurauna: BIKX

During “Assay” test performance the retention time
of Mianserin HCl peak on the chromatogram obtained
with test solution corresponds to the retention time
of Mianserin HCl peak in the chromatogram obtained
with the reference solution / Mpwu sbinoaHeHuy
noxasatena  «KoandecTeeHHOE  onpeaencHuer,
BPEMA YAemKHBaHuMA nuKa MuadcepuHa HCI Ha
Xpomarorpamme HCABITYEMOro pacreapa
COOTBETCTBYET  BpemeHM  YARPKWBAHWA  MHKA
MuaHcepuHa HCl Ha xpomarorpamme pacrsopa
CPaBHEeHuA, Py e %

Positive/ NosomuTensHan

e b

Identification: IR-Spectrumf
Haentnduraumn: HK-criexktp

—r o m £

iR-spectrum of the residue corresponds to the
reference spectrum of Mianserin hydrochloride / HK-
CMSKTP OCTATHE COOTBETCTBYET 3TANOHHOMY CREKTpY
VMaHcepuHa rapoxaopKAd.

Posmve{ I‘Ionommenbnaa

Qualitative reaction {Titanium
Dioxide)* / KauecrsenHan
_peakumna (Trada ayorcual*

Yellow-orange colour is developed / MNoasaeHue
HEeATO-0PaHEBOrg LPETa

Jep— M AL S e S e et PO S

Positive/ NonowuTensHan

Disintegration / Pacnagaemoctb _

P

Not more than 15 min / He Gonee 15 muH .

3 min /3 muH

Uniformity of dosage units /
CAHOPOAHTCTD [O3MPOBBHHDIX
eanHULY - I

AV <£15.0

e GRS o a4

30

Averageweight, /. Creadan macca

Resistance to crushing /

. CrolikocTb K. pasAasausanuio

R e I T v

3q9A5 08,415 4716,/ 309 45 % 15,47 M. mr_] 303.76.08/. 303, 76, ..

Not performed / He
NpPOBGAUACA

RIVOPHARM SA
Pharmaceutical Laboratories

6928 Mar{no - Switzerland - Tel.; +41 {0)91 611 98 88 - Fax: +41 (0j31 605 66 66 - Web site: www.rivopharm.ch




Rivopharm

BATCH CERTIFCATE OF AMALYSIS OF FAEDICINAL PRODUCT M. 11296/A
CECTUUKAT KAYECTBA CEOMW NEKAPCTREHHOMD CPEACTHA Ne 11296/A

“Dissolution J PAcTEGHEHNE TNOtIESS Than U= 75 % in 30 minuteés /Hemédee Q= j97% — — ~ 77
75 % vyepes 30 muHyT
Assay / KonuwyecTeenHoe 95%-105% 101%
onpegenetne 4
- Mianserine hydrochloride / !
MHaHCEPUHA THAROXADPHA, ! ;
T R secondary SPot 075 % [ KEWASH Bopan TouKa ¢ | 20.2% S,

" Related substances/
ConyTerByiomne npumecH

£05%

ot more than 2 such spots » 0.2 % / He Gonee 2 Complies / CooTaeTcTeyeT

TaKkux Touer > 0.2 %

Microbiological purity* /

TAMC {obwee uicno aapobHeix MuKkpoopraHusmos): | < 10 CFU/g (menee 10

MukpoGnonoruueckan yucrota* | NMT 10® CFU/g (ne Gonee 10° KOE/T); KOE/r)
TYMC {obwWee Uucno APOWKEBLIX Y NASCHEBbIX <10 CFU/g (meree 10
rpubos); NMT 10? CFU/g (He Gonee 102 KOE/r); KOE/r)
Escherichia coli per 1 g: Absent / oTcyTcTayer ' | Absent / oTeyTeTayer

Mass uniformity of divided
tablets* / OaHopogHocTy macchl !
packonoToix rabnergr*

" NOt more than Lindividual fass'is outsidethe limits Z"
of 85%-115% of the average mass. Ne'individual i
mass is outside the limits of 75%-125%. / He Gonee 1
NHAMBWAYANBHON MACCH BHIXDAUT 23 hpeaenbt !35%-l
115% oT cpepHero seca. Het oTKAOHEHUR oF ;
YCTAHOBACHHBIX AMMUTOR: 75%-125%. :

Complies / CooTBeTciByeT

A
1

I

——en

T *Thé test is performed every s Batéhes 7/ TecT npoBoANTCA ANA KamAoH 5 Cepum
The batch meets the requirements of QCM for MA Ne UA/14722/01/02 / Cepua cooteeTcteyeT TpebosaHuam MKK
K PY Ne UA/14722/01/02.
The packaging, labelling and expiry date meet the requirements of QCM / Ynakoeka, MapKUPOBKa U CPOK FOAHOCTH
COOTBRTCTEYIOT Tpeboeanuam MKK,
Storage conditions: Do not store at temperature above 25°C. Store in original container in the inappropriate for
children in place / Ycaosua xpaHeHUs: XpaHUTe B OPUIMHANBHON YNAKOBKe NPY TemnepaType He ssiue 25 °C,

XpaHuTb B8 HeZOCTYNHOM ANA AeTell mecTe.
I 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 ahove 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, packaging and analysis records were reviewed and found to be in
compliance with GMP (GMP certificate No. 19-1010 issued on July 22, 2019} /

3THM A NOATBEMKASIO, YTC NPUBEAEHHaA Bbie WHGOPMAUMA ABAAETCA AOCTOBEPHOR M TOUHONA. BTa cepua
NPOAYKUMK Oblna MIrOTOBAEHA (BHAIOYAR YNAKOBKY/MApPKUPOBKY) M NPOBEAEHHLIM KOHTPOAL HayecTsa Ha
YKa33HHOM MNPOM3BOACTBEHHOM YYacTKe B NOAHOM COOTBETCTBUW C TpeDOoBaHWAMM GMP, YCTaHOBAGHHbIMMU
MECTHBIM PETYAATOPHEIM OPraHoM, 3 Tak e B cOOTBeTCTBMW co cnelyndukaumei Kk PY Ha npenapar, NpoToKoAbl
fIPOW3BOALTEA, YNaHOBKY W aHanu3sos OelnM nepecmoTpeHsl M YCTAHOBASHO cooTeeTcTeie TpeboeaHwam GMP
{Ceptdmrar GMP Ng 19-1010 evigatt 22 wonb 2019 1.).

Issued by / YieepuaeHo

Qualified Person / YnoaHomaueHHOe AKLO:

Dr, Daniele Casale / A-p OaHuaa3 Yacans
o

Date / flata: 27.07.2021

RIVOPHARM SA
Pharmaceutical Laboratories
6928 Manno - Switzerland - Tel.: +41 (0)97 631 98 88 - Fax: +41 ()31 605 66 66 - Web site: www.rivapharm.ch

Compiled by / NoaroroeneH
QP Assistant / AcCUCTEHT YNOAHOMOYEHHOrO ANLLA;
Elisab Vallone/ dnusabeTra BannoHe

(E o ¥

“Date [ Rara: 27.0773021"
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