ADAMED

CEPTHOUKAT O KAMECTBE MNe 1692/20

Hanmerosanue Tosapa: Koprunedd®, Tabaerkn 0.1 mr (panxon) 20 x 1 (nauxa KApTONHAR)

Homep cepuH: 12268891
KonuuecTBo YNaxkosox: 27 518 ynakosok nio 20 Tabnetok
Jata npoussojicraa: 05.2020
Cpok roanocTH: 05.2023
Jata einycka B 0GopoT: 01.06.2020
Jaxas HApAL: 025/S.C/2020 - POCCHSA
L] TlokaiaTean Hopmut Pe3yAsTAT HENLITRHNA
1, | Onucanne Tabactin 6en0T0 ¢ KPEMODATHM OTTEHKOM Tabnerkn HENOro ¢ KPEMOBATAIM OTTEHKOM

weeTa, Kpyrnof Gopuu ¢ Hackofl, € NAOCKHMY | LUDETA, xpyraoit GopuMu ¢ acKOR, € NIOCKHMH
MOBEPXHOCTAMH, C aseaaBncHioR Byxsofl «Fu | 108EPXHOCTAMM, C seuaannennobt Gyxnofl «F»

Ka oMM cTapone K ¢ pHexofl e apyrof 12 0ANOR CTOPONE H € PHCKOA Ha apyrof
CTOPOHE. CTOPOME.
2. | TonsuHHOCTE Bpeaa yACPRHBARKA OCHORNOTD TTHKR na TloAAMHHOCTS NOATRCPMACHA.
XPOMATOIPAMME HCILITY EMOTD pactaopa [pesmn yAcpRUBAIHHE QCHOMIOND NMKR HA
AOAXHO COOTHETCTRORATL BREMENN XPOMOTOrPAMME HENKTYEMOrO PACTBOPA
YOCPKHURHHA NHKE $AYAPOKOPTHIONE COOTRETCTAYET NPEMENH YACPNHBANIA NHKA
BUETATA 1A XPOMATOrpaMMe CTAKAAPTHOMD by IPOKOPTHIOHA BUETATA HA XPOMATOIPAMME
pacTeopa. CTAIABPTHOTO PRCTROPE,
3. | Pacraopeiine e menee 15 % (Q) wepea 30 Mun. cpemce: 97%
(92 - 100)%
4. | Poactaeuihic nprMccy EAMIHYHAT HeHACHTHGHUHPOBAIINAR MPHMECL EARIITHHAR HEHKACHTHONUNPOBAHIAR NPUMECH
- ne Ganee | %o, - 0,2%, 0.5%
MACHTHGHUMPOBRHKAR IPHMECH € RRT oxono | maeHTHGHUKPOBANHAR NPHMECE © RRT oxoao
0,47 - ue Gonee 2%: 047-0.2%
CyMua NPHMECcR - Ke Bonee 3%, cyMMa fpumecel - 1%

5, 1 OanopoRneeTs A0IHPORAIHA AY 10 cannny npenapara 3 15.0 (L1} naw AVI0{LI)=6.4
AVI0 eanitnit npenapata € 15,0 4 Y OANOIO | COUTETCTRYET
THANEHHA HHAMANAY AIHOMO CONCPMAIHE B
nioGolt envNiLe Npenapars, koTopoe Gu1n0 [F]
menee wem (1 - L2x0,00M u Gonee wem {1 +
L2 x 0.013M. L1 passio 15,0 u L2 paswo 25.0,

(Esp.$.)
6, | Muxpoluonornueckas Kateropus 1A
qucTOTA » OBuIce YHENO AIPOOHBIN MHKPOOPTANNIHOD obiiiee ko neecTao wipolin
. e Gonee 10" KOE 8 1 1 (Mn) skpoupratnision o 1 ¢ <10 KOE
.+ O611eE YHCAD APOIOKCEEIX H [INCCHEBBIX Ofuies YHCID SPOKKEBHIX H TNCCHEAIX
rpu6on - He Gonee 107 KOE b | r (un) rputos 8 | r <10 KOE
. Qreyrerane Escherichiacolinl t (0] Escherichia coli - 0TCYTCTOYET D | r
1. | Konuuectaennoe 0.100 mr £ 10 % (ot 0,090 20 0.110 Mr) 0,100 Mr
orpeneienne
£. | Ynaxosxa Tlo 20 Talinetok 80 GAAKOHE K3 TEMHOMO Mo 20 TabncToK BO HAAKOHE HI TEMHOMD
crexna ¢ oTHkeTxoR. KaxasA GR2KoH BMeCTE | CTCKNA C yruxerxoft, Keacanbl Gnaxon exccTe ¢
€ HHCTPYKUMER N0 NPHMENEHHIO B TAYKY WHCTPYKUMEH TIO NPUMEHEHHIO B NAYKE
KAPTONIHYHO, KapToMHoR,
Tlo 20 TanacTox b GakcTepe 3 GenoR NBX.
naeHKH 1 aToMKIcRoR donnri, Kakauf
GricTep BMECTE © WHCTPYXumeR no
NPHMEHEHHKD B NaUKY m_‘tounyro.
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ADAMED

CEPTHOHKAT O KAYECTBE M 1692/20

9, | Mapxupoexa

m: TOprosoe
HAKMCHDBAKKE NPENAPATA c
NPEAYNIPEANTENSHOR MAPKHPOBKOR
JAPEIHCTPHPORAHHONO TOBAPHOFO JHAKA [
MEMAYHAPOANOE HENATEHTOBAIIIOC
HAMMEHOBAIHE, ACKBPCTBCHMYIO dopsy,
203uposky, «Cepus Neis, «CpOK rOAHOCTHI.
Ha 3THKeTke HnaxoKa JONOAHHTEARHS
YKAIMBRIOT KONHYECTRO TAGACTOK B yMAXDBKE,
HAKMCHOBBING H KONHYECTHEHHOE
COACTHEANNE AXTHRHOIO HEULECTRA s oamoll
TAOACTRE, HOHMCHOBANNE H AIPEC GHPMU-
npomaeoaxTens, «[IpHMENRTE 1O KENIAYEHHIO
spaua.», «[IpoKiseacHo=,

JLONOAKHMTENLHO YXAILIBAKIT NOTOTHI

KOMTNDIHH AbARED,

Ha nasxe xapmoxxoi 418 GAAKOHA L

TOPrOBOE HAMMEHOBANHE NPCNapaTa ¢
npeaynpenKTEnLHOA sapxupoBkoft
I8PECHCTPHPORAIHONO TOBAPHOND SHAKE &,
MENAYHAPOAHOE HENATEHTOBAHNOE
HAMMCHOBAKME, ACKBPETREHNYIO dopuy,
ACIMPOBKY, KOMIMECTRO TROACTOR § YNAKODXE,
NAHMEHOBANHE H KOANHECTREHIOE

coacp AXTHBHOTO Ba B onHoR
TaONETKE, NEPEUEHD BCNOMOTETEALHBIX
BEULECTD, HANMEHORRHHE H RAPCC DML~
MPOMIBONMTENA, YCAORNA OTOYCKN, YCNOBHA
XPaseHna, up:.nynpcnnnnwuc HRANHCH:
«[IpHMEHRTE 0 HAIHANCHHIO DPAYD.»,
«XpasKTE B HEACCTY NHOM 07X AcTeR MecTE.»,
«Meps! NPEAOCTANOWHOCTH CMOTPH
HHCTPYKWHIO N0 NPHMEHEIHIO.», cnocod
APHMENEHHA: «[LNg IPHEMA BHYTDR.»,
naanuet: «Paiee NpenapaT NPOKIBOARNCE
xomnmieh «[Tabainunit
@apmaucsTuieckun Jason lonsga AOss,
HOMCP PETHCTPALHONHOTO YAOCTORCPEHHA,
HOMEP CCPHH, CPOK MOIHOCTH: «[oaeH a0,
WITPHX Kon, fapma X0A.

JlonoANKTEALHO YKAIMBAIOT NOFOTHT

KOMNBIKN, , WIGAEKE MMM
(nponanoacToeHMMH KA nponykta).
JonenuyTtensHo Moxer GulTs HANECTHR
HitOPMBUNS [NK MOHHTOPHHIA ABMMEHHA
NEKEPCTHEHNLIX NPENAPATOR OT
MPOKIBOAKTENA A0 KONHEUHOrD NOTpeGHTERR
(aByxMepliai WITpHXOBOR koA, raoBansuil
HASHTHBHKALUHOMIWE 1HoMEp ToprosoR
CAHHMUBL (HD BHTIHACKOM AIMIKE «GTIN®).

o amuxemse draxona HE DYECKOM RIKE
YXAJINO; TOProBOE HAMMEHOBRIHE NPENEPATA C
npenynpearTensHoR MapxuposkoRt
JAPErHCTPHPORAHHOTO TOBAPHOND JHAKR ®,
MERAYHAPORIOE HENETEHTOBANNOC
HENMENOBANNE, NEXAPCTREHIAR GOPMA,
acamuponks, «Cepua Main, «Cpok roanosTH »,
Ha ITHKETKE HAAXOHE AONOMHHTENLHO YKAIAHO
xoauyccTeo TaACTOK 8 YNAKODKE,
HAHMEHOBAINE H KOAHHCCTBCHHDE CofepRatne
AKTHRINOTO BEMICCTRA B 0AMOR TafacTxe,
HANMEHOBIIIE W BAPEC GHUPMBI-
nporisoantens, «TPHMERATE NO KEIKANCHUK
spayia», «Tiponineseno:s,

JIoNOAMMTENBHO YKAIRH NOTOTHA KOMNZHHH:

ADAMED

Ha nasxe xapmoxnoil Qa4 GaaKOHa HO PYCCXOM
BIMXC YOI,

TOProR0e HAHMENOWEHKE NPENapaTs ¢
npeynpeANTEnLItof MapRHpOUKOR
3APETHCTPHPOBAHHOMD TOBAPHOID IHAKA @,
MERAYHAPOAHOE HCMATCHTOBAHHOS
HAHMENOBAIME, NTKIPCTBEINIAR opMa,
ACINPOBKD, KONHUCCTRO TABACTOK § yNaKOBKE,
)¢ CoaepwalHe
AKTHEHOTO REUICCTAE B 0AHOR TAGNETXE,
MEPENCHb BENOMOPATEALHIX BEMLECTS,
HAHMEHOBAHHE H 2pec Pupmb-
NPOIIBOATENA, YCAOBHE DTNYCKE, YCAORNR
KPAHEHHA, NPEAY ITPENTEAMILIE HAANKCH:
<[IpHMENRTE 10 HAIHANEHHIO BPAYA >,
«XPaHATE B HEAOCTYIHIOM ANR ACTER MECTE»,
«Meps NPEOCTOPOMHOCTH: CHOTPM
HHCTDYXUHIO N0 NPHMEHEHINO.», Criocob
npuMeHERKE: «[LNR NPHEMA BHYTDE.», HAIMKCH:
«Pajee NPENAPAT NPOHIBONKNCA KoMnaHKEH
allaBanuticnA GapusuesTHiccKuit 74004
[lonsgas AOs», HOMEP PETHETRALIONHOTO
YROCTOBRCPCHHS, HOMCP CCPHH, CPOX NOAHOCTH:
«l'oncH A0:», LITPHX XOR, GapMa Koa.
JIONOAKKTENEHO YKAIAH AOTOTHIT XOMTIZHHK:

H KONHYECT

m?m;. siaeke GupMd (npomsoacTaeH kIt
X0/ npoayKTa).

Ha xoMnonenTax ynaxonku npreyTeIsyior
J2DOACKHE TEXHONOTHYECKHE KOALI H
MPOIIBOACTBEHHbIE TEXHHHECKHE ACTANH,
MECTO PACHONOKENHS KOTOPLIX MCHACTCS R
JABHCHMOCTH OT TEXHOAOrHYECKHX
ocoBeHNocTeR NPOKIBOACTA.

Adomed Pharma 5.A.
Platkdw, Ul M. Adomi

wiww Cdormad.com pl
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ADAMED

CEPTM®HKAT O KAYECTBE Ne 169220

MAEHTHHRAUKOHHST cepuiimi HoMep
Toprosof eowiiust (i anra HACKOM RIWKE
«SN»)).

Ha BCCX XOMNDHEHTAX YNBXOBKH MOTYT
NPHCYTCTBOBRTS JABOACKHE TEXHOROTHYCCKHE
KO H NPOHIBOACTECHHME TEXHNMECKHE
ACTAAN, MECTO PACTIONOKENHA KOTOPUIX
MOWET MEHRTHCA B JADMCHMOCTH OF
Texuonornyeckix ocobennocteR

pOHIBOACTEA.
10, | Xpasenwe B CyxOM, J0ILMILIEHHOM OT COETA MECTE, NPH TEMNEPITYPE HE shnue 25°C.
11, | Cpox roanoct# 3 rona | Jlo 05.2023

Cooveercysyer: HJI: IT N013538/01-210319, Hamenenne Nl ot 04,10.19

Perncrpausonnoe yaocronepenue: Il N013538/01

pynonoamTeAs 014N KOHTPONA KANELTED
Klerowalk Dafalu Xontegl Jakodet

fit
Anpm KaghHeCrw
Adam Karpidski

2020 -06- 01
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AO Anamen ®apma / Adamed Pharma S.A. JlrueHaua Neo [WPS.405.7.2019. KKW . IWTC/0039_01_01/14
Paspeienne na soinyck JITT Ne 81/2020

(n cootpetcTeui ¢ Mpunonketnem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspattue npomyxTa / Name of the product Kopranedd®/ Cortinef®
MHH / INN ®yapoxopTiioH / Fludrocortisone
Jlexpperertad popma / Pharmaceutical form Talnerx / tublets
| Jloauposxa / Dose Q.1 Mr/0.1 mg
Tun ynaxosku [Package Lype tnaxkoH H3 TEMHOrO CTEKNA € THKETKOH, NaUKa KAPTOHHAA
Homep cephn / Batch number 12268891
Jlara npou3sonctsa / Date of manufucture 05.2020
Cpox roanoct/ Expiry date 05,2023
Paamep cepun / Batch size 27518
| Crpana nasnadenna / Destination country Poccuhckan desepauns / Russian Federation
PerncTpausoHHoe y10CTOBEPEHHE / Marketing 1 N013538/01
authorization
HopMaTuatniA poxysment / Normative document T1 NO13538/01.210319, Hamenenne Nel o1 04.10.19
TpousroncTac roronohl ncxapeTacinofl dopmm / AO Anamen Dapma / Adamed Pharma S.A.

Finished dosage form manufacturing
Aapec / Address: yn. Mapurana tO3eda [Tuncyackoro 5, 95-200 MaBsunue, Monswa /

5, Marszalka Jozefa Pilsudskiego Str., 95-200 Pabianice, Poland
Nepsnunus ynaxosxa / Primary packaging AO Anamen Dapma / Ademed Pharma S.A.

Anpec ! Address: yn. Mapwana FO03edn NMincyacxoro 5, 95-200 Tabansue, Monvwa /
5, Marszalka Jozefa Pilsudskiego Str., 95-200 Pabianice, Poland
Brophunas ynaxoska / Sccondary packaging AO Anamen apma / Adamed Pharma S.A.

Anpec / Address: ya, Mapwana i03ede Tncyackoro 5, 95-200 Mabannue, Moawura /
5, Marszalka Jozefa Pilsudskiego Str,, 95-200 Pabianice, Poland
BiMycKRIOWIHA KOHTPONL KauccToa / Quality Control | AQ Anamen @apma / Adamed Pharma S.A.

Anpec / Address: yn. Mapurana 3eda Muncyackoro 5, 95-200 MaGanmue, Moaswa /
5, Margzalka Jozefa Pilsudskiego Sir., 95-200 Pabianice, Poland

Hapauue ADC / APL name dryapoKOPTHIOH BuETAT { Fludrocortisone acelate
Mpomsorens AOC / APl manufacturer FARMABIOS lialy

Anpec / Address: FARMABIOS Active Pharmaceutical Ingredients
Via Pavia, 1 - 27027 Gropelio Cairoli PV, Italy

Howmep cepun A®C / AP Bach number | 2142AMOB0O011923
TINCTOALINM NONTHERIKAAIO, 4TO AAHHAR CCpHR GLINR MPOHIBELEHA H NPOKOHTPOANPOBAHA B COOTBETCTBIM €
aefiernyiounin Mpanunamy Hannewawent NPONYBOACTBEKHON NPAKTHKH Poceuftcxol Geaepaunn n GMP EC,
peGomaniamit PETHCTPAUMONHOID A0CHE, & TAK K¢ B COOTBETCTRAN €0 CNeUHPHKALUHAMH JAPLTHCTPHPOBANHOTO
NPOIYKTA.
JloxyMeHTbl NO NPOHIBODCTBY (NMPHMEHKMBIM CTANMAM) H KOHTPONIO KAYECTBA NPOBEPEHEI W onoGpens!.
TioBhe OTKNOKEHHA PACCACAOBANE D COOTBETCTBHM C BRYTPEHHHMMU APOLCAYPAMH H onobpen
YNORHOMOMEHHBIMH THLOM /

1 hereby confirm that this batch was produced and controled in accordance with the current Rules of Good
Manufacturing Practice of the Russian Federation and the EU GMP, the requirements of the Marketing dossier, as
well as in accordance with the specifications of the registered product

Documents for production (applicable stages) and quality control are verified and approved.

Any devintions are investigated in nccordance with internal procedures and approved by an Authorized Person.

Ynonxomoucuroe nuuo / Qualified Person
Naynwia KinBuk / Pavtina Kielbik

Osoba Wylowalifikowasia
| “E;%g%m:“ o a0t




§ oy
q POWER OF
Orfe a y PRESENCE
pharma businoss solutns \
Na 2000640-3n2001608 om 19.06.2020 —E 8550?

NOATBEPXAEHUE COOTBETCTBWUA
cepuUINapTHW NeKapCTBEHHOrO Npenapara ANA MEAUUMHCKOTO NPHMEHEHUA
Tpe6oBaHMAM, YCTAHOBNEHHLIM NPH 8ro rOCYRAPCTBEHHON PErMCTPALNH

AxuponepHoe ofiwectso «OP®E» (1 17556, r. Mockaa, yn. ®pykrosas, a. 3a, kKOMHaTa npasnewns; OTPH
1027739451410) noareepwaaet, 410 NEKApPCTBEeMHbIV NPenapar:

Toproeoe HaUMeHoBaKHue, Kopmunechp®, maGnemxu 0.1 M2, 20 wm,, HNaKoHb! (1), nawxu
nekapcTaenHas dopma, KapmoHHbIE

noavpoeka, (hOpMa BLINYCKa

L IO—— DNyIPOKOPIMUIOH Naprua (ynax.) 27509
Cepws 12268891 [lata BuInycKa 05.2020 loneH A0 05.2023
PY 1 NO13538/01 om 19.12.2007 HO 1 NO13538/01-210319, uam. 1
: (@ama ogpopmnerun 21,03.2019)

HauMeHonanue U CTpaHa AO "Adamed @apma®, Monswa

pepxarena PY

HawvmMeHosaHne v anpec Bee craguu: AO "Adamed dapma”, Monsua

BpCeaROARTRIP (ul. Marszalka Jozefa Pilsudskiego 5, 95-200 Pabianice, Poland)

Ha OCHOBBHWW,
cepTHGVMKaTa aHanu3a NPoHIBoAUTENA Ne 1692/20 om 01.06.2020
paapewexmun Ha eeinyck [N Ne 81/2020 om 01.06.2020

AHANMAA NOKYMEHTAUMM HA NOCTABNAEMbIV NN ¥ OUEHK CODTRETCTAKA NO NOKAIATENAM HO «Onucanue»,
«Ynakoska», «Mapruponkan

cooteercreyer TpeGOBaHWMAM, YCTaHOBNEHHLIM MPH Br0 rOCYA@pCTBEHHOM perucTpaumd u npuHuMaet
peuleHue 0 BBOAE NEKapCTBEHHOrO npenapata B rpampaHckuin 060pOT Ha TEppHTOpUK Poccuitckon
denepauni.

CooTBaTCTBHE NOATBEDHAEGHO.

HauansHuK oTAENa cepraduKaumm [KoxesHuios M.AS

PaspelwaeTcs B804 8 FPAXAAHCKIE 080POT.

HavansHuk 0TAENA Ka4eCTea e o . [BofThipesa 0.8

f /

ORFE AO A partner of
ul. Kantemirovakiyi 58 Tel: +7 (495) 2340401/03 otfeso@orteru 3
115477 Moscow, Russia Fax: +7 (495) 2349798 W orfe

gt




