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Product name: Levomin 30
HaiimenyBanus npoaykuii: JleBoMin 30

Country of manufacturing: Germany
JepxaBa-BUpoOHKK: HiMeudnHa

Importing country: Ukraine
HJepxapa-imnoprep: Ykpaina

Article-code/Kon aprukyny: VI00474

Ident-No / Inentudikauiiinmii Homep:
19377264

Strength / activity

Cuna nii/akTusHicTs Levonorgestrel

1 film-coated tablet contains 0,03 mg of Ethinylestradiol and 0,15 mg of

| TabneTka, BKpHTA NAIBKOBOK OGONOHKOK, MICTHT! eTHHinecTpaaiony 0,03 wmr,
Aeponoprectpeny 0,15 mr

Dosage Form
Jlikapceka opma

Film-coated tablet, 0,03 mg/0,15 mg
TabeTkH, BKPUTI nniBkoBOIO 050N0HKOW, Mo 0,03 Mr/0,15 Mr

Package size and type

21 tablets in blister, 1 blister in carton box
Po3mip Ta TUN nakyeanna no 21 rabaetui y daicrepi; no | GaicTepy y xapTouHil ynakosui

Number of Registration Certificate
Howmep peectpauiiitoro nocsiauenns

UA/16583/01/01
Ne UA/16583/01/01

Batch number: / Homep cepii: 1903

Batch size (pes.): / Poswmip cepil (wr.) 38750

Manufacturing date: Jlata Bupo6uuLTsa:
02/2019

Expiry date:/ JlaTa 3akinueHHs TepMiHy npuaaTHOCTI:
02/2022

Sachsen-Anhalt, 06796, Germany

HalMenyBanHs Ta MiCLE3HAXOKEHHS JINbHHKLI 3 BUpoGHHUTBA: MiGe TMOX ApunaiiMiTrens,
Miokxeneputpacce 15, Bpena, Cakconis-Anxanst, 06796, Histeuunna
Number of manufacturing authorisation. No DE_ST_01_MIA_2018_0003
Homep niuen3it AiibHuui 3 BupoGHuuTea, Ne DE_ST_01_MIA_2018_0003
Certificate GMP. No. DE_ST_01_GMP_2018_0019
Ceprudixar sinnosisHocti GMP Ne DE ST 01 GMP 2018 0019

Name and location manufacturing site; mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

Specifications

Honyetumi mexi Metomi

Result
Pesyabrar

Tests Methods
HalMeHyBaHHs nokasHKka Meroau koHTpomo
Appearance visual test

Onwe Bisyansho
Average mass weighing

Cepenns maca 3BakyBAHHA
Disintegration Ph. Eur. 2.9.1
Po3nananus -€D29.1

Round, yellow film-coated tablets
without coating defects

Kpyrai TabneTku. skpHTi nniskosoko
08010HKOI0 0BTOr0 KO1b0pY Ge3
nedekTiB NOKPUTTA

95 mg£3 mg
95 Mr= 3 mr

< 15 min in H.O

<15 xBy Boai

complies/
Bianoeinae

96 mg/ Mr

7min10s/7x8
0e .,

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Kappe

signature %ﬂ—m

signature
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Dissolution
Ethinylestradiol, Ph.Eur. 2,9.3, HPLC, paddle, >75 % {(Q) within 30 min 97 %
Levonorgestrel 100 rpm, water 275 % (Q) within 30 min 99 %
Po3uunenna - €® 2.9.3, BEPX,
ETuninectpagion, NpUIaa 3 1ONaTeBoIo 275 % (Q) npotarom 30 xa
JlesoHoprecTpen Miwankoky 100 ob/xg, Bona 275 % (Q) npotarom 30 xB
Identity
InenTudixauis
Ethinylestradiol Ph.Eur. 2.2.29, HPLC The sample principal peak has the complies/
same retention time as the standard  eianosinae
principal peak.
The UV lambda max of the sample
principal peak corresponds to the UV
lambda max of the standard principal
peak.
Ernuinectpanion €®2229, BEPX Hac yTpuMaHHS OCHOBHHX NikiB Ha ;
XpomaTtorpamax BHnpoGyBanbLHOTO Ta
CTaHIBPTHOTO PO3YHHIB MOBHHHI
cnisnanatw.
Makcumaneta noswnna YO - xeuni
OCHOBHUX NiKiB Ha XpoMaTorpamax
BHNPOGYBA1bHOTO Ta CTAHAAPTHOrO
© PO3YMHIB NOBHHHI cniBnanaTy,
Levonorgestrel Ph.Eur, 2.2.29, chiral HPLC  The sample principal peak has the complies/
same retention time as the standard  siznosinae
principal peak.
The UV lambda max of the sample
principal peak corresponds to the UV
e lambda max of the standard principal .
4 : peak.
JlesonoprecTpen €@ 2.2.29, xipansna BEPX Yac yTpHMaHHA OCHOBHMX Mikip Ka

XpoMarorpaMax BUNpodyBanbHoro Ta
CTaH1apTHOrO PO34MHIB NMOBIIKHH]
CRiBMAAATH.

MakcuvanbHa nosxwnna V& - xauni
OCHOBHHX NiKi8 Ha XpoMaTorpamax
BHNPOG) BATLHONO Ta CTAHAAPTHOTO
PO34HHIB NOBHHHI cniBnanaTi.

Assay
KinbkicHe Bu3nauenns
Ethinylestradiol Ph.Eur. 2.2.29, HPLC 95 - 105% _ 0,030 mg/tbl

0,029 — 0,032 mg/tablet Mr/Tabn
Etuuinectpanion €0 2.2.29, BEPX o 95-105% -

: 0.029 - 0,032 Mr/Tabnetky

Levonorgestrel Ph.Eur. 2.2.29, HPLC 95 -105% 0,152 mg/thl

0,143 - 0,158 mg/tablet Mr/Tabn
Jlesonoprectpen €0 2.2.29, BEPX 95 - 105%

0.143 ~ 0,158 mr/TabneTxy .
Uniformity of dosage units  Ph.Eur. 2,2.29., HPLC according to Ph.Eur. 2.9.40. complies/
Ethinylestradiol,
Levonorgestrel
OnHopinHicTs n030BAHMX €® 2229 BEPX BinnoBinno no € 2.9.40 BiANOBinae
OAMHIUB
ETuninectpanion,
Jlesouoprectpen

%
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe

s i y
signature | signature %

— =3
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Related substances
Cynposiasi tomiwku
Ethinylestradiol
Erunninecrpanion

Levonorgestrel
JleBoHoprecTpen

MICROBIAL PURITY*

Ph.Eur. 2.2.29., HPLC
€P 2.2.29, BEPX

Estrone (Imp. C)

Ectpon (aoMiwka C)
Estradiol (Imp. D)
Ectpanion (aomiwka D)
6-Keto-EE

6-keto- EE
9,11-Dehydro-EE (Imp. B)

9.11-aeriapo-EE (nomiwka B)

6o-Hydroxy-EE
60-riapokcu- EE
6f-Hydroxy-EE
6p-riapokcu- EE
6,7-Dehydro-EE
6,7-nerinpo- EE
Single unknown
impurity (EE)
OnuHituHa HepinoMa
noMiwka (EE)

Sum of unknown
impurities (EE)

Cyma Beix HeBinoMmx
nomiwok (EE)

Total impurities (EE)
3araibHa KinbKicTs
nomiwok (EE)
6a-Hydroxy-LNG
6a-rizpokc-JIHT
6p-Hydroxy-LNG
6B-rizpokcn-JIHI
6-Keto-LNG
6-keto-JIHT

A-6- LNG

A-6- JIHT

Single unknown impurity
(LNG)

Onunuvna Hesinoma
noMmiwka (JIHI)

Sum of unknown
impurities (LNG)
CyMa Beix HeBizomux
npowmiwok (JIHI)
Total impurities (LNG)
3araibHa KinskicTs
nomiwok (JTH)

Ph. Eur. 2,6.12/2.6.13

®aitn 105532 1903 111482Y9 004 003.gif

£03%
<03 %
<05%
<1,0%
<0,5%
<05%
<05%

=05%

<1,0%

<L5%

<05%
£05%
<0,5%
<0,5%

<05%

<10 %

<L,5%

Ph.Eur, §.1.4 Non-aqueous

<0,05 %
<0,05 %
<0,05 %
0,21 %

< 0,05 %
<0,05 %
0,05 %

< 0,05 %

<0,05 %

0,26 %

<0,05 %
<0,05 %
< 0,08 %
<0,05 %

<0,05 %

< 0,05 %

<0,05 %

tested on batch

Mikpobionoriuna snctora* €P2.6.1272.6.13 preparations for oral use 181032/
€ 5.1.4 Hepoani nikapebki 3acobu m1a  npoTectoRako Ha
OpaNbHOr0 3aCTOCYBAHHA cepii 181032
Package
Vnakoeka
Batch-description PV-Q-001-03 the batch-description of the batch bulk no. / -

Onwuc cepit

package is complied with the
batch-documentation
Onuce cepit Ha ynakosui Bianosinae

Hedacopana
cepia: 1603

-

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe

signature

signature
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JoKyMeHTauil Ha cepito

Description of shelf life PV-Q-001-03 description of shelf life is complied complies i

Onnc Tepminy 36epiraHus ; with the batch-documentation Bilnosinae !
Onuic Tepminy 36epiranss sianosizae i
JOKYMeHTaLl Ha cepiio )

Fill quantity FertigPackV 21 (21x1) film coated tablets complies

KinbkicTe npenapary 21 (21x1) TabneTka, BKpHTA N1iBKOBOIO  BinnoBinae

B YNaxkosLi 06010HKO0

Comments not applicable

KomenTapi He 33aCTOCOBYEThCA

* The tests are carried out for each Sth batch, at least once 2 year.
* BunpoGyBaHHa NPOBOIAATHCA Ha KO#KIH 5-ii cepil WonalveH1Ue 0auH pas Ha piK.

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Mu niaTepmkyemo,

Lo us cepis npenapaty 6yna BHroToB1eHa | NMPORUIA KOHTPO:IL YNAKOBKH Ta KOHTPO1b AKOCT Ha BHILE3raZlaHoMy
NIATPHEMCTBI 3 NOBHHM JOTPHMAHHSM BHMOT HBII, npea’seienux micuesumu PEryJATOPHUMH OpraHamu Biaiu.
Creundikauii Bunycky npenaparty Bk1loueni ao Peectpauifinoro nocsiguenns KpafHu-iMnoprepa i Hanasi
3aMOBHUKOM. KOHTPO/Tb 32 npouecom ynakosky Binnoeizae BuMoran.

3BitH 3 06poBku, ynakosku i ananisis cepii 6ynu nepernanyTi i Busnani TAKHMH, IO BIAMORIZAKOTH MPHHLMIAM

HBII.
20, MAI 2018 ' )
L

Date/Name + Sign Qualified Person (F. Kopp&% -
Hara/iv’s + nianue Ynoswosakena ocoda 3 axocTi(®. Konne)

End of Master Sheet
f ]
I
]
N
4
l."'
Prepared and checked by: Liudmyla Maistrenke Approved by: Friedrich Koppe
25 i P ¥
\iignature e T signature




JEPXIJIIKCIIYXXBA
NEPKABHA CJYKBA 3 JIIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiIBCHKIN OBJIACTI

npocnext Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BHUCHOBOK
Ipo AKICTh BBE3eHOr0 B YKpaiHy JiKapchKOro 3aco0y

29.10.2019 Ne 68868/19/10

JIEBOMIH 30

(uaiiMeHyBaHHA NiKapCHKOro 3aco0y 3riflHO 3 peecTpaliiHUM MOCBITYEHHAM)
Ta0JIeTKH, BKPUTI IUIIBKOBOIO 060,10HK010, 0,03 Mr/0,15 mr, mo 21 Tabaerui y 6micrepi; mo 1
faicrepy y KapToHHii Kopobui

(dopma BumycKy, HO3yBaHHS, BUJI NaKyBaHH Jlikapchkoro 3aco0y)

Homep peectpaniiinoro nocsiguennss UA/16583/01/01 crpox xii peectpauiiinoro nocsizuenns 20.02.2023

Cepis nikapcskoro 3acoby Ne 1903 KinbxicTs BBe3€HOTO Jlikapcbkoro 3acoby 360
Bupo6uuk mibe I'mM6X Apumaitmitrens, Himeuanna
(naliMeHyBaHHs BUPOOHHKA Jlikapcekoro 3acofy, KpaiHa MOXO/KEHH)
BgeseHo B VkpaiHy CuiibHe yKpaiHChbK0-eCTOHChKE MANPHEMETBO Y hopMi ToBapHCTBa
3 oOmesxkenor0 Binmosigaasnictio ""Onrima-Papm, JITHA", inenr. xox:
21642228

(naiimenyBanus Ta ko 3a €JIPTI0Y opunniHOi ocobu abo npiszsuiie, iM'a, no Garkrosi BizuyHoT
0cobu - nianpuemug, il MicLe NPOXKKUBaHHA Ta peecTpauiiinuii Homep 06nikoBol KAPTKH MIATHHKA
noparkis abo cepis Ta HOMEP NMacnopTa)

Mporokosn Bisyansuoro koutposo six 21.10.2019 Ne 3900/6.

3a pesynbTaTaMM JepKABHOTO KOHTPOMIO BCTAHOBNEHO, WIo Jikapcekuii 3aci® BBeseno B VkpaiHy 3
JAOTPpUMAaHH

3aKOHOAABCTBA 100 3a0e3neyeHHs AKoCTi ikapchKuX 3aco6iB.
9 KPAT
B TP '\3‘1',,. H

; ERA BTy '/ / 3y6apesa H. B.
(noca.hoaf@ (Ecb\ﬁﬁ Hﬂ}‘ﬂ'ﬁé’ wg *ompomo) (mignuc) (iniuianu Ta npissuie)




N RECORDATI
Milano Pharmaceutical Plant
KoHTponb kayectea Ne 2007678

CepTtudukar Ha cepuio

Mpopykr: Jlepkamen AN® 10/20
Koa npoaykra: 41798500
Howmep cepum: CEOD99
WmnopTupylolias cTpaxa: YKPAUHA
PerucrtpaumnorHoe yaoctoseperue: UA/13569/01/01
Josuposka: JlepkannannuHa ruapoxnopug 10 Mr + SHananpuna manear
20 mr
JlekapctBeHHas dpopma: TabneTtku, NOKPbLITLIE NNIEHOYHON 06oNOYKO
Pasmep ¥ TN ynakoBku: 14 Tabnetok B 6nuctepe, 2 6nuctepa B KAPTOHHOI kKopobke
[ara npousBoAcTsa: 01.06.2020
CpoK rogHOCTH: 06.2022
KonunyecTBo ynakosok: 6500
Mnowaaka Homep yaocrtoseperus | Ceptudmkar GMP
MpoussopcTeo: | PexkopaaTtu UHaycTpua Kumuka 3 aM-78/2019 IT/105/H/2019
dapmaveyTuka CnA

Bua MatTeo Yusutanu 1 20148
Mwunan Utanua

Ynakoska: Pekopaatn Mnpycrpua Kumuka @ aM-78/2019 IT/105/H/2019
dapmayeyTuka CnA
Bna MatTeo Yusutanu 120148
MunaH Utanus

KoHTpone: Pekopaatn UHayctpua Kumuka @ aM-78/2019 1T/105/H/2019
dapmayeyTuka CnA
Bna MatTeo Yusutanu 1 20148
Munan Uranusa

Beinyck: Pekopaatn NHaycTtpua Kumuka 3 aM-78/2019 1T/105/H/2019
dbapmayeytuka CnA
Bva Matreo Yusutanu 1 20148
Munan Utanus

PesynbTaThl aHanusa npegcrasseHbl B npunaraemMom cepmucpukame aHanusa

KomMeHTapum / npumeyanus:

Hacmosuwjum s nodmeepx0ato, 4mo yKa3aHHasa UHghopmayus A8naemca nodnuHHOU U moyHodl.
YkasaHHas cepus npolykma 6binia npou3sedeHa (8Kio4as yrnakosKy U KOHmMPOsb Kayecmea) Ha
ykasanHoli nnowadke (nnowadkax) 8 nonHom coomeemcmeuu ¢ mpebosaHuamu GMP mecmHozo
YMOMHOMOYEeHHO20 OpaaHa U Cco crneyugukayuamu peaucmpayuoHHo20 y0ocmosepeHus
umnopmupyroweld cmparsl (CmpaH,).
locne nposepku 3anucei o npoussodcmee cepuu, ynaxkoske u aHanuse 61710 NodmeepxOeHo ux
coomeemcmsue GMP.

YnonHoMouyeHHoe nuyo
(B cooT.. co cT. 51 aupekTmsbl 2001/83/EC)
OaHuno PatTn
X Knayaus ®puronu

18.09.2020 —-Nodnuck—

U oy avceotve gﬁ, (410,200




& RECORDATI

Milano Pharmaceutical Plant Cepmudghuxam ananusa
KounTtpons xagectsa Ne 2007678
Kox: 41798500 Cepmns: CEOD9%9 ODP w1 cepus MOCTaBLIHKA:
Ipomyxt: Jlepxamen AII® 10/20 Meton ananusa: 145 ZTK Tekyiu, usf.
Ananus:  18.09.2020 Cpok rogHoctr:  06.2022 JlaTa Ipon3BOACTBa: 01.06.2020
HenbiTanue Cnennduxanus En. u3m. PesynbTar
Buemnuit BUR JXKenTeie KpyriTble ABOAKOBEINYKIIBIE TaGETKH, Coorts.
MOKPBITHIE TUIEHOYHOH 060J104KOM
Cpennss Macca >200 <212 Mr 205
TeepmocTs (cpeanee 3HaYeHuUe) >49 <120 H 88
OHOpOAHOCT €NMHHUL A03UPOBAHUA CootBeTcTByeT TeKyuiemy u3nanuio Ph. Eur Coors.
2.9.40
Wnentudukauus nepkaHuIUIMHA BpeMeHa yiep)kuBaHHS THKOB Ha Ionoxwur.
ruapoxopuaa (BIXX) XpoMaTorpamMmax HCTBITYEMOTO H 3TAJIOHHOTO
PacTBOpOB NOJLKHEI COBMNAZAATh
HWnenTnoukanus sHananpuia maneara BpeMeHa ynep)xuBaHAs TTHKOB Ha Ionoxwr.
(BOXX) XpOMaTOrpaMMax HCIBITYyEMOro H 3TAJIOHHOrO
PacTBOPOB JIOJDKHEI COBIAaTh
Wpentnduxanms nepkaHuaUIMHA CrieKTpBI TONIOIEHHS 3TAIOHHOTO U Ionoxwur.
runpoxiopuna (M) HCTIBITYEMOTO PacCTBOPOB COBNAAIOT
Vnentudukauna snananpuna Maneata (JIMJ]) | CnekTpbi NOIOMEHHS 3TAIOHHOTO U Tonoxwr.
HCTIBITYEMOrO PacTBOPOB COBMAJAIOT
KonnuectenHoe coepxkanue >95,0 <105,0 % 97,2
JiepkaHMAMIIMEA rHapoxyopuaa (BOXX)
KonnyecTBeHHOE COiepxkaHue SHaanpuia >95,0 <105,0 % 101,3
maneata (BOXX)
ITpumecs 1 <0,20 % 0,02
ITpumecs B <0,20 % 0,00
IMpumecs 3 <0,30 % 0,29
OHananpuna JUKETONMITEPa3HH <1,00 % 0,16
OHananpunar <0,50 % 0,00
Kaxnas oTnensHas HeycTaHOB/IEHHAA <0,20 % 0,00
npHMech
Bcero HeycTaHOBNEHHBIX pHMecei <0,50 % 0,00
Cymma npHmMeceit <1,00 % 0,47
Pactsopenue nepkanununuya rugpoxiopuaa | Q = 80 % B Teuenue 30 MUHYT 103,4
PactBopeHue sHaIanpuia Maseara Q = 80 % B Teuenne 30 MUHYT 103,3
ConepixaHue Biaru <3,0 % 1,8
Mukpo6uonoruueckas qucrora: OKAM <1000 KOE/r <10
Muxpo6uonoruyeckas uucrora: OKIII <100 KOE/r <10
MukpoGuonoruyeckas uucrora: Escherichia | OrcyrcreyerB1r OrcyrerByer
coli
Ipumeuanus:
Meneqkep oTAeIa KOHTPOISI YnojiHOMOYeHHOe JIMLO
KayecTBa Cepns Januio Partu
Januene ®paiionn OJOBPEHA X Knaynus ©puronu
-IToonuce- -IToonucy-

Hara: 18 cenmabps 2020 2. Hara: 18.09.2020 2.




;\\ RECORDATI

Milano Pharmaceutical Plant
Quality Control n°® : 2007678

Batch certificate

Product Lerkamen ACE 10/20

Product code 41798500

Batch number CEOD99

Importing country UKRAINE

Marketing Authorisation UA/13569/01/01

Strenght/Potency Lercanidipine HCI 10mg + Enalapril maleate 20mg

Dosage form

Package size and type

Film-coated tablet

14 tablets in a blister, 2 blisters in a carton box

Date of manufacture 01/06/20
Expiry date 06/2022
Number of packages 6500
Site Authorisation number GMP certificate
Recordati Industria Chimica e Farmaceutica SpA -
Manufactured by: Via Matteo Civitali 1 20148 Milano aM-78/2019 IT/105/H/2019
Italy
Recordati Industria Chimica e Farmaceutica SpA
Packaged by: Via Matteo Civitali 1 20148 Milano aM-78/2019 IT/105/H/2019
ltaly
Recordati Industria Chimica e Farmaceutica SpA
Controlled by: Via Matteo Civitali 1 20148 Milano aM-78/2019 IT/105/H/2019
Italy
Recordati Industria Chimica e Farmaceutica SpA
Released by: Via Matteo Civitali 1 20148 Milano aM-78/2019 IT/105/H/2019
ltaly

Results of analysis are reported in the attached Certificate of Analysis

Comments / remarks :

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

The Qualified Person
(as in article 51 of Directive 2001/83/CE)

[0 Danilo Ratti
J<] Claudia Frigoli

Moy ¢ 19055

Date any signature




& RECORDATI Certificate of Analysis

Milano Pharmaceutical Plant

Quality Control n® 2007678

Code: 41798500 Batch: CEO0D99 ODP or Supplier batch:
Product; Lerkamen ACE 10/20 Method of analysis: 145 ZTK current ed.
Analysis: 18/09/20 Expiry date; 06/2022 MFG date: 01/06/20
Test Specification Unit Result
Appearance Yellow, circular, biconvex, film coated tablets Complies
Average mass > 200 < 212 mg 205
Hardness (as average value) > 49 < 120 N 88
Uniformity of dosage units Complies with Ph. Eur. current ed. 2.9.40 Complies
Identification Lercanidipine HC1 (HPLC) The peak retention times in the chromatograms obtained with the test and Positive
reference solutions should match
Identification Enalapril maleate (HPLC) The peak retention times in the chromatograms obtained with the test and Positive
reference solutions should match
Identification Lercanidipine HCI (DAD) The absorption spectra of the test and reference solutions should match Positive
Identification Enalapril maleate (DAD) The absorption spectra of the test and reference solutions should match Positive
Lercanidipine HCI content (HPLC) > 950 < 1050 % 97,2
Enalapril maleate content (HPLC) > 95,0 < 105,0 % 101,3
Impurity 1 < 020 % 0,02
Impurity B < 020 % 0,00
Impurity 3 < 030 % 0,29
Enalapril diketopiperazine < 1,00 % 0,16
Enalaprilat < 0,50 % 0,00
Each single unidentified impurity < 0,20 % 0,00
Total unidentified impurities < 0,50 % 0,00
Total impurities < 1,00 % 0,47
Dissolution Lercanidipine HCI Q = 80 % within 30 minutes 103,4
Dissolution Enalapril maleate Q = 80 % within 30 minutes } 103,3
Moisture content < 30 % 1,8
Microbiological purity: TAMC < 1000 CFU/g <10
Microbiological purity: TYMC . < 100 CFU/g <10
Microbiological purity: E. coli absent 1 g Absent
Notes:
Quality Control Manager Qualified Person
Daniele Fraioli The batch is O Danilo Ratti
K] Claudia Frigoli
APPROVED

=il e Mocety [ 4
Date: ' 8 SEP zuzn Date: // K/’Of / ZCQZD




JIEPXUTIKCITY KBA
JAEPJKABHA CJIYIKBA 3 JIIKAPCHBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBhKINA OBJIACTI

npocnekT Banepis JlobaHoscbkoro, 51, M. Kuie, 03110, ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €APTIOV 37078774

BHUCHOBOK
Npo sIKICTb BBE3€HOT0 B Y KpaiHY JiKapcbKoro 3aco0y

27.10.2020 Ne 55627/20/10

JIEPKAMEH® AII® 10/20

(HaliMEHyBaHHS JTikapcbkoro 3acoly 3rilHO 3 peecTpalifHUM MOCBIT4EHHAM)
Ta0/1€TKH, BKPHTI ILIIBKOBOIO 000/10HK010, N0 14 TaG/1eTok y GJicrepi; mo 2 Gaicrepu B
KapTOHHIii Kopooiri

(dopma BuIycKy, 103yBaHHS, BUA IAKYBaHHA JIIKapCHKOTO 3ac¢00y)

Howmep peectpauniiitoro nmocsixaenns UA/13569/01/01 crpox mii peectpanitinoro noceizuenns 01.01.2099

Cepis nixkaperkoro 3acofy Ne CEOD99 Kinskicts BBeseHOro ikapcekoro 3acoby 1500
Bupo6Huk Pexopnari Innycrpia Kimixa e @apmaueytuka C.i.A., Itanis
(naliMeHyBaHHA BUPOGHHKA JIIKapcbKOro 3aco0y, KpaiHa MOXOMKEHHS )
Beesero B Ykpainy CniibHe yKpalHChK0-eCTOHChKE NINPHEMCTBO OpMi TOBapHCTBa
p
3 o0meskeHoI0 BinmoBinaabHicTIo " OnriMa-®apm, JIT/", ixenr. kox:
21642228

(natiMenyBauus Ta ko 3a €JIPTIOY ropuauuHoi ocoGu aGo npissuiie, im's, no 6aTekoBi BisuaHOT
0cobu - mianpuemis, i Miclie MPOXUBAHHA Ta peeCTPaLiiHHil HOMep 06TiKOBOT KapTKH MIaTHHKA
nozarkis a6o cepist Ta HoMep nacnopra)

Tporokon Bisyanbuoro koutpomo Bix 20.10.2020 Ne 3528/23.

3a pesynbTaTaMH [€PXKABHOTO KOHTPOJIO BCTAHOBNEHO, IO JHKAapchKuii 3aciG BBe3eHo B VkpaiHy 3
AOTPHMAHHSM BHMOT 3aKOHOAABCTBA OO 3a0€3MEUEHHs AKOCTI JlikapchbKUX 3aco6iB.

3acTynHUK HavyalbHUKA BiJUIiTy
JlepxaBHOT ciryx0u 3 NiKapchKHX 3ac00iB

. il » 3ybapesa H. B.
Ta KOHTPOJIIO 32 HAPKOTHKaMH y KuiBehkil Y
obnacti PATES RN N %
(1mocanoBa ocoba opﬁﬂiy JIEPHKABHOTO KOHTPOJIO) (nianuc) (ininiamu ta npissuiie)

- MIL




CEPTUDPUKAT KAYECTBA

NAKTATENb

renb BarMHaNbHbIA 0517 WHTUMHOMA TMIMeHbl

Homep cepun
[HaTa npowasogcTea
Cpok rogHocTi
MpouseoauTent

3aknyeHne rocyAapCTBEHHON CaHUTapHO-aNUAEMUNONOrMHECKON

IKCNEPTUSDI
Howmep npoaykra

flokasamenu

Liser

3anax

BHetuHuii Bug

pH

O6vem

WaeHTudukauun rnvkoreqa

CopepxaHue MONOYHOW KUCAOThI

BrakocTts npu 20°C

Obulee konnyecTeo a3poBHBIX MUKPOOPTraHWM3MOB
Obulee KONUMECTBO APOXOKEH W ApoXokenonoBHbIxX

rpuboe

Candida albicans

Bec, Bknioyan TyGy

Bec koHeuHO ynakoBku

18032B
26.11.2018
26.11.2022

Fa

1{1)

Ponsd KynerpeH AB, [Lseuun

Ne 05.03.02-03/55800 ot 17.12.2015

nenctauTensHo go 04.12.2020

40138

TpeGosanus

BecuseTHbIA

C xapakTepHhIM 3anaxoMm
OpHopogHbli

3,7-3,9

He Gonee 5 mn
MonoXUTenkLHO

40,5 — 49,9 mr/r rena
4000 - 8000 Mla-c

He Gonee 10 KOE /r

He bonee 10 KOE /r
Orcyrcrane

>93r*

>82,3r*

* KoHKpeTHoe 3HaueHWe HE ONpeAEnseTcH, @ TONLKO COOTBETCTBHE KPHTEPHIO.

32pervcTPMpORaHHbIE OTKIIOHEHWS, CBA3AHHLIE C NPOY3BOAUMO# CEPUeii: He NPUMEHUMO

Boinyck paspawen 13.12.2019 MeHexep no KOHTPOMIO KadyecTea

Grlon Corporation

Canirel adminislration:

Postal address: Visiling address:
P.C. Box 85 Orionintie 1 Tel. +358 10 4261
02101 Espoo Espon Fax +358 10 426 36815

(rbxaw/lé’wo? 0L 4210

Reprosentaliva ofiice in Kiev

Tel. +380 44 230 4721

3, Sheludenko Slr., office 309 Fax +380 44 230 4722
E-mail: info@orionpharma.com.ua

Peaynsmame! aHanu3a

CoorseTcreyer
CoortsetcrByeT
CooTrBeTCcTBYET
38
CoorsetcteyeT
[MonoxurensHo
440

5727

<1

<1

OTtcyTcTRne
CoorseTcreyeT
CoorseTcTByeT

VAo £/ 1=

Orion Pharma
Crion Corporatlon
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lOB «‘b‘lpm CTAPTH o s renpaky 438 044281 23 33
Vicpama, [ lmm fyanuap B\thnl Cagena, Syvaunox § " //f' 4 (:}U 2{} E’;—u ail: Vat"\im hdrirfl,} f@ acino,swiss
Jiueusin un supodunurnoe cepin AD Ne 501328 = ;’f /é .

Ceprufinar signosignocri GMP D07/2019/GMP CKH&,&CM(C oCn OME}?CTBO L

CEPTH®IKAT AHAJII3Y Ne 246/2021

Ne peecrpanifinoro
JEBILHUTAM 500, nocsifenis:
TabueTrM, BRpHTI naiBKkosoio ofoinoukow, o S00 mr UA/11396/01/02
B Baicrepax Nell, zanaxopaui B uauky Ne60 (10x6) Tepuin aii
PECCTPaLIHOTO
MOCBUAMCHEA
GescTpokono

Cxnaa ua oy tabierky Al0YHx peUoBHH: esetrpaneTamy — 500 wr.

Ne cepil: 190321 KinbricTe apoayxuii n cepil: 4930 og.ym.
Hata supobunnrsa: 04.03.2021 Tepmiu upuaatnoctri: 03.2024
Hara konrpomo: 13.04.2021
Kontponn gianosigno po: MK JI3 gin 30.07.2020 xo PIT Ne UA/11396/01/02
HAUMEHYBAHHS BHUMOT'H HOPMATHBHOI PEIYAHBT
IMTOKASHHKA JOKVMENTAL ,/‘_‘\\ou‘\é*‘i'““'g%\,,;\
Ot TabneTu xpyraol popan 3 IBOOTYKNOIO NOBCPXHEIN, REPUTI TIIBKOBOIO 7

obotonxoi 6inoTe xoneopy. 3a 30RHIINNIM BUILI0M MAKOTE BLANOBLARTH
sisoram OV, crarra «Tabnerkin.

Inertiikanis [uppaucpaounii cucktp BunpoGorysanoro 3pasky B oénacti 8ig 4000 cm’
10 650 car' nosuHen 30IFATHEA 31 CHCKTPOM CTAHAAPTHOID 3PATKY.
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o innosisae = T
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Cepenns maca Biag 764,75 mr 1o 845,25 Mr
(805 M1 % 5%)

P Bianosinae
OnuopinuicTs ; ; = sl L
AHOL Mae sianosinary susmoras DY, 2.9 40,

AO30BAHMX OAHNHLE

- - D) : s y 1 B - : — ) )
R He Merf.mn, 80‘ .(1 {Q) nepetmpaueramy (CH N.G.) sia kigbkocr, Bismonsinae
Brazanoi 8 posaixi «Crnman na oy tabnetey» - 3a 30 xB.
T
. : T by
I v 1 A : STAMY — ; s 0. prra B 8 L .
Cymponizi Hosinkn A nesetipaueramy — uc Sinnme §,5%:; ?L].’:Lﬂgw:jﬁf, ‘”:Z&"
JOMILLKH Qaunnunoi veinenTHhiKoBanot gomiuin — e Ginbie 0,1%:; ; Bl
L
. . ‘ s
Cyma goMiwox — ne diasue §),8%. i 2B
& 3 7, .
L5:1 vy
- - T v T\
Eaanriomepua uscrora Homuokw I neserupagerasy — ne Sinsure 0,8%. t\ﬁu ORinAE /3
)
Kpurepii npitit N\ ]
Mixpobionoriuxa PHTCPIL HPHAHATHOCT: = ”"‘“Ub’sﬁ Pf::”'ﬁ :
Wm‘,
YHCTOTA 3aragsue yneno aepobuux Mixpooprauissmie (TAMC) - 10° KO/ Binnosinae
Suransue yncao APLKMKOBHX | wiicenesnx rpubia (TYMC) - 10° KYQ/r; Bianosiaae
Hassuicts Escherichia coli 8 1 ¢~ ue nonyckaetsosn, Bianosinae
Kinskicue
BH3HAYCHHS:
JNCBCTHRAICTAM Bin 475 o 525 mr/rab. 504 mr/rad.
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HANMEHYBAHIS BUMOI'H HOPMATABH O] PE3YJABLTAT
IMNOKAIHHKA JOKYMEHTAII
VYmakoexa [Nosnuna sinosinate suMoram MKS JI3. Bianosinae
MapryBanus TMoeumio pignoriaaTi suMoram M J13, Binnosinae

Bucnopox: Bianosigac usmorast MK JI3 sig 30.07.2020 ao PIT Ne UA/11396;’01/U?.‘

Kepisnmw JKA LB, Koceuko ;5/,21’“’ «;{ j » ¥ 0¥/ i

IT.LBG. o THATHE

Bucuonox: ey
Hum 5 nigteepmiyro, o npusesena Buue indgopmania € poctosipuow i Tounow. In cepil_s; ,’@}ﬁﬁﬁ}@?}{ﬁt;s
(BK/MOUAONH YNAKOBKY/MAPKYsanu) i OyE nposejcHnil KOUTPoas Wl Axkocri ua Buumm\'axa{@'i{lfﬁ)@.' Hﬁ'ﬁi’“{"ﬁ\_ﬁ?@
sianosignocti 3 suyoramu GMP, a rakox y sinnosigmocti 3i coennicanisnm, axi Mictsrrbes
Mpotexonn supolunuTsa, YIAKOBKY Ta anadizis Gyian neperannyTi i Beranonaesa sianosinuicr
[IpenapaT j103BOIEHO 10 peasizanil, ///
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