. Odopmneno:

SANDO SEC{;\@:’“S Tllek ®apmauesTuueckas komnanus 4.4,
Bepostukosa 57
15626 NiobnsHa
CnoBeHus
Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si

Ne: 0704201330 NuueHsus Ha nponasoacTso:
800-19/2019-11

CepTtudukar CooteeTtctBus

Hassanue matepuana: CYMUNAP 10+10MI™ 28XI'K YKP
Toprosoe HazBaHue: CYMUNAP
Cuna peicTBusi/akTuBHOCTb: 10 Ml + 10 MIr
NekapcTeennas ¢opma: KAMNCYNbI, TBEPAbLIE
Tun ynakosku: BIINCTEP
Konuyecteo B ynakoske: 4T x7WT
Ne Matepuana: 44064457 Tun Bbinycka: ANA PbIHKA
Ne cepuu Canpos; KE6634 Ne cepuu Ha ynakoBke: 12071732
Aata npoussoacrea: OKT-2019 Aara Bbinycka: 07-ArnP-2020
Cpok rogHocTH: OKT-2022 KonuyecrtBo: 3070 WT
MpoussoacTso: 3AKINAQl ®JAPMALIEBTUYHbIN

ALAMEL ®APMA

YN. WKONbHA 33
95-054 KCABEPYB
MNonblwa
Bbinyck cepuu: JIEK ®APMALIEBTUYECKAS Homep nuuexsuu: 800-19/2019-11
KOMMAHUA O.4.
BEPOBLUKOBA 57
1526 NIOBNAHA
Cnosexus
Ctpana-umnoprep: Homep Peructpauuonnoro YAOCTOBEpPEHMUS;
Ykpauna UA/15319/01/02

Nonoxenue o ceprucdpukanuu

KommenTapuii k ceptucdukary:

B npouecce npoussogctea u yNakoBkU He oGHapyXeHo OTKMOHEHWMN, cnoCOGHbIX NOBAUATE Ha BbINYCK

npoaykra.

MpoussoacTso in bulk u ynakoska: 3aknag dapmayesTUiHbIA Anamen dapma C A, yn. Wkoneha 33, 95-054
Kcasepys, Monblua.

Yyactok TectupoBaHus: Mabuanuukme 3aknagw dapmaLeBTUYHbI Monecpa C.A., yn. Mapwana tQseda

MNuncyackoro 5, 95-200 Mabanuue, Nonblua
Boinyck cepuu: Nek ®dapmaLieBTU4ECKan KOMNaHUs A.4., Beposlukosa 57, 1526 Thobnaxa, Cnosenus.
3aperucTpuposaHHs.iii pasmep ynakoBku: 7 kancyn TeepabIx B Bnucrepe; 4 6nucrepa B kapr 40/ KopoGke

Crpanuua 1/2 *3aBEpEHO 3NEKTPOHHOI NOANKMCLIO B COOTBETCTEIM CO CTA EDTanw
noanucen Caxwaos L

Cinriof £ 6 g2 (20 Prcty [




A Novartis Ocbopmneno:

SANDOZ Division Jlek ®apmalieBTUUecKas komnanus a4,
Beposiukosa 57
1526 Nio6nsaxa
CnoeeHus
Ten.: +386 1 5802111
dakc.: +386 1 5683517
www.lek.si

Ne: 0704201330 INuueHsua Ha nponssoacTeo:
800-19/2019-11

CepTtudukar CooteeTcraus

Ha3sBanue matepuana: CYMUNAP 10+10MI™ 28XI'K YKP
ToproBoe Ha3BaHue: CYMWUNAP
Ne Marepuana: 44064457 Ne cepumn Canpos: KEBG634

Buinyck cepuu / Ceprucbukauus BoinonHena: Metka Stojicevic, YnonHomoueHHoe nuyo
Bbinyck cepuu / Ceptudukayus Rara/Bpema:  07-ANP-2020/ 09:39:40 BKB
Rata/Bpems co3nanus ceptudukara: 07-AlNP-2020/ 11:30:08 BKB

CrpaHnuuya 2/2 *3aBepeHo 3NeKTPOHHOM NOANUCHIO B COOTBETCTRUM cocra
noanucei Cannos




ADAMED

TRUPA
Polfs Pabianice S.A.
Quality Control Department

CEPTU®UKAT AHANMN3A Ne 3596 /19

[ NpoaykT: Cymunap 10 mr/ 10 mr (CYMINIAP), Kancynbi TBepable, 28 kancyn

Cepus rotosoro npoaykra Ne: 12071732 _ CrpaHa HasHaueHus:
Cepus in bulk Ne: Ne AHanutuueckoro OTueTa npoaykra in bulk: | Ykpauna
12064839 -
ara npoussoacraa: 10 2019 | Cpok rogHocTu: 10 2022
PesynbTaTbl hMauko-XxuMUYeCkux u MUKPOGUONOruYecKkux TecTon
Ne TecT Mpegens cneyngpukayuu: Pesynbrars!:
1. 2. 3. 4.
1. | BHewHun sug TsepAble xenaTuHoBbIe Kancynbl, pa3smep Net. CooTBETCTBYET
KONNa4oK: HenpospayHbIi, KOPUIHEBOTO LBeTa,
kopnyc: Henpo3apauyHsii, Genoro usera.
Coaepxumoe kancyn: 6ensivi nnm npaktnyecku 6ensii
NOPOLLOK.
2. | WneHTudukaums aktueHoro CooteeTcTaue Bpemeny yaepxueanus n Y®-cnekrpa cooTseTCcTBYeT
BewecTsa OCHOBHbIX NUKOB CTAHAAPTHOTO pacTsopa u pacrtesopos
nccnegyembix 0bpasuos
3. | KonuyecrseHnHoe Amnoauvnun:
cofepXaHue akTUBHOro 079,50 fo 10,50 Mmr/kancyny 10,17 mr
Bellecrsa (95,0-105,0%) (101,7%)
Pamunpun:
o7 9,50 go 10,50 Mmr/kancyny 9,95 mr
(o1 95,0.80 105,0%) (99,5%)
4. | OpHopoaHoCcTb AV =150 (L1) ans AmnogvnuHa AV(L1)=2,7
AO3UPOBAHHBIX €AUHILY AV £15,0 (L1) ans Pamunpuna AV(L1)=2,4
HonyckaeTcs nposegeHme AONONHUTENbHOO UCNbITaHURA. COOTBETCTRYET
5. | Pacrsopenue Amnoaunut
kaxaas kancyna = 80% uepes 15 MUHYT cpeaHnsn: 94%
S1=Q+5% Q=75%) (86 — 98)%
Pamunpun
kaxaas kancyna 2 80% uepes 15 MURYT cpegHnas: 96%
(S1=Q+5%;Q=75%) (91 - 98)%
JonyckaeTcs nposeaetune AONONHUTENbLHLIX UCMTBLITAHWIA.
6. | Xumuueckas uuctora Mpumecs D Amnogununa < 0,3% <0,05%
Mpvmeck D Pamunpuna < 0.5% 0,18%
Mpumecs E Pamunpuna < 0,5% HO
Haubonbiwas eguHuynas HeusseCTHas npumecsh < 0,2% <0,1%
Beero npumeceii s 2,0% 0,2%
7. | Mukpo6uonoruueckas B coorsetcraun ¢ Texyiien sepcueis Ph, Eur. COOTBETCTBYET
yucroTa (c Mpunoxennsmu) gns BessoaHbIx npenaparos Ans
opansHoro npuema.,
TectpoBaHue BbINONHEHO B COOTBETCTBUM CO CneundukaLuen Kavectsa SQ-WG/2034 uanaHue 2
| Bara saseplenuns: 14.11.2019

Ceprudukar AHanuaa nogrorosnex: A. Osinska MposepeHo: odnuce/ Jata: 14-11-2019r.

Monoxenue: A NOATBEPXAAD, YTO aHANU3 rOTOBOro npoAayKra 6bin BuiNoNHeH B COOTBETCTBUU C AerCTBYIOUEH
’ YTBEPXAEHHONW aHaNUTUYeCKOM AokymeHTauuer Perucrpaumonnoro Rocue. Tecruposanue
BbINONHEHO B COOTBETCTBUM C npoueaypamu u rpe6osaumnsimu GMP.

3aknioueHue; NPOAYKT COOTBETCTBYET TpeGoBanuamMy Cneundmkaumu Kavectea SQ-WG/2034 uznanne 2

Aarta Moanuce:
14-11-2019 /nevame/ /nodnucs/
mgr. Dorota Wyjadlowska
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JEPXINKCIIYXXBA YKPATHU
AEPXKABHA CJIYXKFA 3 IIKAPCHKHUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKI OBJIACTI

npocnext Banepis Jlo6aHoscbkoro, 51, M. Kuis, 031 10, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog CIIPIIOY 37078774

BHUCHOBOK
Npo AKICTh BBE3€HOro B Yxpainy aikapenkoro 3acoly

05.05.2020 Ne 22474/20/10

CYMUIAP
(nafiMenypanma nikapcsKoro 3ac06y arimHo 3 peecTpaniiEuM NocBin4eHHAM)
Kancyau TBepai no 10 mr/10 mr o 7 Kancyx Teepamx y Gaicrepi; no 4 Guicrepn y KapToHHili
KopoOui
(opma Bumycky, no3yBanms, Buz TIaKyBaHHS Jikapchkoro 3aco6y)

Howmep peectpaniiinoro nocsimeenns UA/15319/01/02 CTpoK Aii peectpanitinoro nocsimaerns 19.07.2021
Cepist nikapcekoro 3aco6y Ne 12071732 Kimbxicts BBe3eroro nikapckoro 3aco6y 3070

Bupo6aux Jlex DapmanesTHyHa KoMmanis A.1., CioBenis

(maltvenynanns BEpoGHIKa nixapchkoro 3acoby, kpaina NOXOIKECHHS)

Baeseno B Vipainy Tosapucrso 3 06mesxenoro BiamoBizansuicTio ""Canmos Ykpaina",

inenr. xon: 38419586

(naliMeryBanus Ta ko 3a CJIPIIOY lopuzryHof 0co6u a6o npispmite, iM's, N0 6aTbKOBI Qizmanoi
oco6u - mianpuemus, i Miche TIpOXKMBAHHA Ta peccTpaniiinui Homep 06nikoBoi KapTKH NAaTHHKa
nozarkis a6o cepia Ta Homep nacnopra)

Tpotokou BisyansHoro konrposo six 24.04.2020 N 1391/8.

3a pesynsTaTamu ACPKABHOTO KOHTPOMIO ~BCTAHOBNEHO, IO nikapchkHi 3aci6 BBeseHo » Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHONABCTBA INOJO 3a6€3NeTEHHA AKOCTI JIKAPCHKUX 3aCO6iE,

%/’ 3y6apesa H.B.

(niamuc) (iniuianm Ta npispume)
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