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Hopapruc Papma IM6X

Poouurrpacce 25 u OGepe TypuiuTpacce 8-10

90429 Hiopu6epr. Jlnien3ns Ha IPOH3BOJICTRO:
DE_BY_OS__MIA_2021_0052/55.2—2678/3-3-] 163-9

CEPTU®HUKAT CEPUH

Wndopmaliys 0 NPOAYKTE:

Mpoayxr:

KO-DKCPOPX (R)

Jlo3upoBKa / AKTHBHOCTE:

5 MI'+160 MT + 12,5 MI'

JlexapcTBeHHan gopma:

TabeTKH, IOKPLITHIE nsieHouHO#H 000I0YKOH

Pa3zMep yNakoBKH:

2 x 14 TabneToK, MOKPHITBIX MIEHOYHOH o6onouKoi

[ 106anbHLI MaTepna Ne: 764407 Cepnn Ne: BCMX7

PY: JICP-008557/10 JlokanbHbIi MaTepHasa Ne: 764407

JlaTa H3roTOBJIEHHUS 17.01.2022 CpoK roIHOCTH: 12-2023

KonnuecTBO eJHHHIL 15800 wryk (konuuectBo | CTpaHa HAZHAYEHMSL: Poccuiickas

npoayKTa: pasato u3 BC denepauus
ES100200319384)

JlaHHBIE TECTOB, TPCOOBAHHA,

YnakoBo4Has HHOOpMaLMs:

pezy/IbTaThl ¥ 3aK/IIOUEHHA NPHBECHD! B cleAyoUIEM cepTuHKaTe/cepTHHKATaX:

‘Epmquar Ne: ES100100407590
TlpoaykT: SKCDOX 160/12,5/5 M 28 TABJIETKH, TIOKPBITBIE TUIEHOUHOM

OBOJIOUKOM-RU (SF)

[ no6anbubIi MaTepHas Ne

764407 [ Cepus Ne: [ BCMX7

[Ipon3BOAHTEIb:

3urdpnn bapbepa C.J1 Ponna Canta Mapus 158, 08210 Bap6epa nen Bannec,
Hcnanus

JIuueHsus Ha
H3roTOBJIEHHE:

6740E

TMpon3BoaCcTBeHHAN uHdopMalHs

Ceprudukat Ne:
ITpoaykT:

ES100100405387
IKCOOPXK I'XT 5/160/12,5MI" COMP LAC-EC

To6ansHBIH MaTepHan Ne:

857259 Homep cepun: B6263

[pon3BoaMTElIb: 3urdpun Bapoepa C.JI. Ponna Canta Mapus 158, 08210 bapGepa aen
Bannec, Mcnanus

JInueH3ns HA M3FOTOBJIEHHE! 6740E

Hudopmanus 0 TeCTHPOBAHNM:

Cepradukat Ne: ES100100405387

TpoaykKT: AKCHOPXK I'XT 5/160/12,5MI” COMP LAC-EC

TnobanbHblii MaTepnan Ne:

857259 Homep cepnn: B6263

IpouszBoaAMTENb:

3ur¢pua Bapbepa C.J1. Ponna Canra Mapwus 158, 08210 Bapbepa nen

Bannec, Mcnanus

JInueH3us Ha H3roTOBJIEHUE!

6740E

Crpanvua 1 32
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Hogaptiec Papma meX

(‘) N O VA RT I S Poonurrpacce 25 1 O6epe Typuurpacce 8-10

90429 Hiopubepr. Juien3nd Ha NPOH3BOACTBO:
D'EﬁBY_US__MIA_ZOZl_0052/55.2-2678/3-3-] 163-9

CEPTHO®UKAT CEPUH

r X He 6bi10 3aperHCTPHPOBAHO OTKIOHEHHUI BO BpeMs NPOM3BOACTBEHHDIX onepaumi
11 Bo BpeMsi IPOM3BOACTBECHHBIX onepannii Gbia 00HAPYKEHbI OTKIIOHEHHA, KOTOpBIE OBLIH
MCC/IETI0BaHbl KOMNIETEHTHBIM JIHLIOM. MccieoBaHNe IPHLLIO K BRIBOJLY, HTO OTK/IOHEHHE
() He MOBJMANIO HA Ge30nacHOCTb M 3pPEeKTHEHOCTE MPOYKTA.
Ecmm(a 112 OCHOBHbIE / KpUTHUECKHE OTKIOHCHHA: «N/A» nnm «Record [D»: N/A J

KoMMeHTApHH K CepTHPHKATY:

- Poccuiickuii ceptudukar GMP an Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuremberg, Germany 33k
orknonex 12.09.2018 (cMm. TlpunaraeMblii MEMOPAHIYM, JOKyMEHTAIbHO O(popMIIEH N0 nomepoM # 2008380).
-TpaHCNOpTHPOBKA B CTPaHy Ha3HaueHus ABIAETCA TOKabHOH oteetcTReHHOCTRI0 OO0 «HoBapTHC dapma»

- TTposykT Gu11 MPOH3BE/IEH B COOTBETCTBHH CO crielHprKanyen HA JICP-008557/10-250820, n3m. 1, BKAKOHAA
yNakoBKY M MapKHPOBKY

- CpOK FOIHOCTH BLIP@KCH B dopmare «MM.ITIT. JlanHblit GopMaT PacCUHTaH Ha TO, y1oOBI BCEraa BKNIOYATh
NocIeqHIO AaTy Mecala

- [TpousBoanTeib cyGeranuuu AMIOHNIHHA Gecunat — Jlp. Paaauc JlabopaTopue JItn, Uanns

- IlponzBOAHTENE cy6cranumn BancapTal — Hogapruc ['pumcOn Jinmuten, BenukoOpuTaHus

- [TpoussoaMTEND cy6eraHimy I'napoxa0poTHAsHA = Hogaptuc ®apma CTeiiH AT, llseiinapus

- Homepa ynakoBOUHEIX MaTepualion FB 1145159-A21-RU, HHCTPYKLUUH 1145156-A21-RU, Gmmctepa 1 139234-
A19-RU

- Cpok roAHOCTH B cepTudukare Ha Gank NpoayKT NoMKEH UHTEPNPETHPOBATHCA KAK KpaiiHaa aaTa Hauaa
mpolecca YNakoBKH.

3axaoueHue:

HacToAurM YIOCTOBEPAIO, UTO JaHHad uHpOpMALIHA NIOUIMHHA U BepHA.

Jlannas cepus co3nana/ MpoM3BElIena, BKIoYas yNakoBKy }1 KOHTpOIIb, Ha BHILLEYIOMAHYTOM MECTC NpON3BOACTBA
B COOTBETCTBHHM C NpaBHIaMH GMP NI0Ka/IbHOTO PETY/IATOPHOTO OpraHa 1 cneuudHKaLmeii pericTpalHoHHOro
yAOCTOBEPEHHA HAMMOPTUPYIOLIEH CTPaHBI.

HapaGoTka, yNakoBka H aHalH3 CepHH COOTBETCTBYIOT tpeboannamM GMP.

JInuo, BhIAaBLICE CePTHRHUKAT: Bayer Michael
JIONIKHOCTD: VYnolHOMOYEeHHOE U0, Hogaptuc Papma I'm6X
JlaTa u BpemMs: 03-03-2022 12:25:03
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 Siegfried |

BrinymeHo:
3urdpun Bapepa C.JL.

Ponza Canra Mapusa 158
08210 Bap6epa aen Bannec,
Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100407590

Tina undopmaiiny BceM 3aHHTEPECOBAHHBIM JIHLAM, MPOM3BOACTBEHHAA MLIOMIA/KA 3ur¢gpun bapbepa C.JI. panee
nazsipanack Hosaprie PapMackioTHka C.A. ¥ pacnonaracTcs 1o TOMY ke a/Ipecy Ponna ne Canra Mapus 158, 08210

Bapbepa nen Bannec (Bapcenona), Mcnanua

IpoayxT: EXFOH (AKC®OX) 160/ 12,5/5 MI" 28 FCT-RU (SF)

Ino6ansusiii maTepuan Ne: 764407 Cepus Ne: BCMXT7

JlaTa H3rOTOBJCHH: 17-01-2022 TIpoTOKO AHAH3A Ne: 4130149771

CpoK roJiHOCTH: 31-12-2023

HopmaTHBHAS JOKYMEHTALASA: DP 6001954 008 R 01

TecThl TpeboBaHus Pe3yabTATHI

[MepeuyHas yNaKOBKa 1139234-A19-RU CooTBeTCTBYET

BTopuuHas ynakoBKa 1145159-A21-RU CoOTBETCTBYET

HucTpykums 1145156-A21-RU CoOTBETCTBYET

Homep cepun B cOOTBETCTBHH C CoOTBETCTBYET
NepBHYHO/BTOPHIHOH yraKkoBKOH

CpoK roiHOCTH 23 MmecAua CoOTBETCTBYET

JlaTa Npou3BOJICTEA B COOTBETCTBHH C CooTBETCTBYET
nepBHYHOI/BTOPUYHOH yNakoBKOH

3akmoueHHe:

Cepusi COOTBETCTBYET HOPMATHBHO#H JOKyMEHTaLUH. JaHueIM cepTHdHKATOM MOATBEPKAACTCA, YTO yKasaHHasd
Bbillle HH(pOpMaLHA ABNACTCA TOYHOH M IOCTOBEPHOH H YTO pe3ynbTaTkl AHATH30B GBIIN NPOBEPEHBI H HAHICHbI
cooreeTcTRytommMu GMP.

OTBeTCTBEHHOE JIHIO: Susana Contreras

JlaTa ¥ BpeMs: 23-02-2022 15:15:15
JIuno, BbiiaBiIee cCePTHHHKAT: Susana Contreras
JI0JIKHOCTh: VoMHOMOYEHHOE JINLIO
JlaTa ¥ BpeMi: 23-02-2022 22:15:24

Crpannua 1/9
HacToswwmii cepTudHKaT G511 aBTOMATHUECKH creHepHpoBaH.

ﬂaHHLIC yTBCp}KIlCHbl OTBETCTBEHHBIM JIHLIOM




Brinymeno:

S i eg f ri ed 3urdpun bapGepa C.J1.

Ponna Canta Mapus 158
08210 Gap6epa nen Bamnec
Hcnanus

CEPTUD®HUKAT AHAJIM3A
Ne ES100100405387

JUia urcpopMalIMH BCEM 3aUHTEPECOBAHHLIM LM, TIPOU3BO/ICTBCHHAA TUIOTIATKA 3urdpun bapbepa C.JI. panee
yaspianacy Hosaprue ®apmacsioTrka C.A. H pacniosiaracica 1o ToMy e anpecy Ponna ne Canta Mapus 158, 08210
Bap6epa nen Bannec (bapcenona), Menanus

Wouym-. SKCOOPXK TXT 5/160/12,5 MI' COMP LAC-EC

Inobanbubii MaTepuan Ne: 857259 Cepnsa Ne: B6263

JlaTa H3rOTOBJICHHA: 17-01-2022 IIpoTokon aHanm3a Ne: 4130148313
CpoK roagHoCcTH: 17-01-2023

HopmaTHeHas DP_6001954_008 R _01

JNOKYMEHTALMS:

TecThl TpeGopaHus Pe3yjibTaThl
Onucanue: opma [IponoNroBaThie ABOAKOBBIMYKIBIE CO CoOTBeTCTBYET

CKOLIEHHBIMM  Kpaamu  TabmeTkH,
TIOKpBITHIE MNIEHOYHOH ofonouxkoii, 6e3

PHCKH
OnucaHKe: KO FPaBHPOBKH tucHenue « NVR» Ha ofHOH CTOpOHE H CoOTBETCTBYET
«VCL» Ha npyro# cTOpOHe.

OnucaHue: LBeT Genbli CooOTBETCTBYET
JInuHa NpHMEpHO 15 MM - 15 MM
LlIupuHa NPUMEPHO 5.9 MM - 6,0 MM
Tommuuocts Metonom TCX: Bancapran CoOTBETCTBYET CTAHAAPTY CoOoTBETCTBYET
[ToanuuHOCTh MeTonoM TCX: COoOTBETCTRBYET CTAHAPTY CoOTBETCTBYET
"mapoxnopTHA3HI

Crpanna 2 /9

HacTosLuuii cepTHQHKAT Gb1 aBTOMAaTHIECKH creHepHpOBaH.
JlanHbie yTBEPKIEHB! OTBETCTREHHEIM JTHLOM




Siegfried |

Brinyumeno:

3urdpun bapbepa C.JL
Ponpa Canra Mapusa 158
08210 Bap6epa nen Bannec

HcnaHus

CEPTUO®UKAT AHAJIU3A
Ne ES100100405387

Jina uHpopMaIuu BCeM 3aMHTEPECOBaHHBIM JTHLIAM, NPOW3BO/ICTBEHHAA
nassisanack Hopaptuc ®@apmackiotika C.A. H pacrosiaracTes 10 TOMY X

Bap6epa sien Bannec (Bapcenona), Mcnanus

nnomanxa 3urdipun Bapbepa C.JL. panee
¢ anpecy Pouna ne Canra Mapua 158, 08210

monym:

IKCPOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

Ha OCHOBaHMH 3asBJIECHHOTO COJIEP:KaHHA
pancaprtana metonom BOXKX

Ino6anBHbI 857259 Cepusn Ne: B6263
maTepuan Ne:

TecTbl Tpebopanus PesyabTaThl
Toanuuuocts Metofom TCX: AMNOAUTIHH CoOTBETCTBYET CTaHAAPTY CoOoTBETCTBYET
TMommunocTs MeTogoM BIXKX: Bancapra COOTBETCTBYET CTAHAAPTY CoOOTBETCTBYET
TonnuuHocts MeToaoM BOXKX: Tuapoxnoptiaziil COOTBETCTBYET CTAHAAPTY CooTBeTCTBYET
MMoannuuocTs MeTofomM BXKX: AMnoaunus CoOTRETCTBYET CTAHAAPTY CoOTBETCTBYET
Bona He 6onee 4,5 % 2,7 %
TMocTopOHHHKE TIPHMECH NPOAYKT THAPONH3a He Gonee 0,2 % <0,1%
BascapTaHa Ha OCHOBaHHH 3aAB/I¢HHOTO

cojlepIKaHuA BajicapTaHa MEeTOOM B2XX

TTocTopOHHHE TIPUMECH, neunenTHduumposannsie, He Gonee 0,2% <0,1%

Crpanuua 3 /9

HacTosumii cepTHdHKAT GbLT aBTOMATHIECKH CreHepHpoBaH.

D,aH Hbl€ YTBEPKACHBI OTBETCTBEHHBIM JIHLIOM




Brinymeno:

S ieg f riEd 3urdpun Bapbepa C.JI.

Ponaa Canta Mapus 158
08210 Bapbepa aen Bannec
Hcnanna

CEPTU®UKAT AHAJIM3A
Ne ES100100405387

Jlns unopMalLiib BCEM 3aHHTEPECOBAHHBIM JIMLAM, NPOW3BOJICTBEHHAA NUIOLIA/IKa 3urdpun bapbepa C.J1. panee
naspsanack Hopapric apmacsiornka C.A. 1 pacnionaragTes 1o ToMy e aapecy Ponna ne Canta Mapus 158, 08210
BapGepa aen Bamec (bapcenona), Mcnanus

IIpoaykrT: SKCOOPX I'XT 5/160/12,5 MI' COMP LAC-EC

I106a0BHBIH 857259 Cepusn Ne: B6263
maTtepuan Ne:

TecTsl TpebosaHHdA Pe3yabTaThl
SU5683 Ha 0OCHOBaHHH 3adBJIEHHOTO COZAEPKAHHA He Gonee 0,4% <0,1%
rugpoxiopoTHasiia MeTonoM BOXX

TocTopoHHHE TIPHMECH €IHHH'HBIE He 6onee 0,2% <0,1%

HEHIEHTH(ULHPOBAHHbIE HA OCHOBAHHU 3aABJICHHOTO
cojiepKaHUs THAPOXTIOPOTHAZHAA METONIOM BOXKX

Tpumecs D Ha 0CHOBaHMH 3aAB/ICHHOTO CONCPXKAHMA He 6onee 0,5% <0,1%
amyioaunuHaa MetogoM BOXKX
TTocTOpPOHHHE MPUMECH, HeCTIELMBHYIECKHE, Ha He 6onee 0,2% <0,1%

OCHOBAHHH 3asBIEHHOTO COCPKaHHA aMJIOIHNUHA
meToaoM BIXKX

CyMMa BcexX NpHMECeH MeTOIOM B2OXX He 6onee 1,0% <0,1%
KonuuecTBeHHOE OnpeneneHne MeroaoM BIXKX: 95,0 — 105,0% 98,7%
BancapraH

Crpannua 4 /9

Hacrosmmii cepTudukar Gb11 aBTOMATHIECKH CTCHEPHPOBAH.
Jlanble yTREPKACHBI OTBETCTBEHHBIM JTHLOM




Brinymeno:

Siegf ried 3urdpua BapGepa C.JL

Poupa Canra Mapus 158
08210 bapbepa nen Bannec
Hcnanus

CEPTU®UKAT AHAJIN3A
Ne ES100100405387

Tlns und)opMALMN BCEM 3aHNTEPECOBAHHBIM JIHLAM, POH3BO/ICTECHHAR nnomanka 3urdgpun Bapbepa C.JL. panee
waspianack Hosapruc ®apmacsiotika C.A. M pacnonaraetcs no Tomy e aapecy Ponna ne Canra Mapus 158, 08210
Bap6epa sien Bannec (bapceniona), Hcnanns

MpoaykT: SKCOOPK I'XT 5/160/12,5 MI' COMP LAC-EC

InoGanbHbI 857259 Cepusn Ne: B6263

martepHana Ne:

TecThl TpetoaHus Pe3yabTaThl
KovaecTBeHHOE onpenienienne metonom BOXKX: 95,0 — 105,0% 99.1 %
I'uapoxIopTHA3HIL

KonuuecTBeHHOE ONpeAc]eHHe METOAOM BIXKX: 95,0 — 105,0% 100,1 %
AMNOINNHH

OmopoaHocTs Ao3upoBanna: N= 10 uim 30 10-30 10
OnHOpOIHOCTE J03MpOBaHMs BancapTana: cpeamee - 102.2 %
3HAYEHHE

QnHOPOAHOCTE 03UPOBAHHA: MUHHMYM - 100,5 %
ONHOPOJHOCTE NO3HPOBAHHA: MAKCHMYM - 104.,4 %
OHOPOIHOCTE JO3HPOBAHHA: PHEMIEMas BEIHTHHA He 6onee 15,0 3.8
OnHOPOIHOCTh J03HPOBaHUs BascapTana: KOHEUHOE Cootserctyer  TpeGoBanusM CoOTBETCTBYET
3aKI0UEHHE Esp. ®., ®. CILIA u fin. @.

Crpanuua 5/ 9
HacTosumii cepTHdUKaT GbI ABTOMATHIECKH CreHEpHPOBaH.
JlaHHBIe yTBEPKIEHB! OTBETCTBEHHBIM JIMLIOM



Sleg fried g:'r'&,’;f;"ﬁ;pﬁepa CJL

Ponna Canta Mapus 158

Hcnanus

CEPTUDOUKAT AHAJIN3A
Ne ES100100405387

08210 bapbepa nen Bannec

Jina undopManuH BCeM 3aHHTEPECOBAHHBIM JTHLIAM, TIPOM3BOACTBeHHA TUiowanka 3urdgpuy bapbepa C.JI. panee
naseiBasiack Horapruc bapmacriotuka C.A. 1 pacnonaraercs no tomy ke aapecy Ponza ne Canra Mapus 158, 08210

bap6epa nen Bannec (bapcenona), Ucnanus

CpE€AHEE 3HaUCHHUE

MpoaykT: 3KCOOPXK I'XT 5/160/12,5 MI' COMP LAC-EC

Ino6anbHbIH 857259 Cepua Ne: B6263
maTtepHaJ Ne:

TecTbl TpeGorannsa Pe3yabTaThl
OnHopoaHOCTE A03upoBaHHA: N= 10 umm 30 10-30 10
OpHOpoAHOCTh JO3MPOBAHHA - 102,0 %
THAPOXJIOPTHA3HAA: CPeHEee 3HAUEHHE

OAHOPOAHOCTL AO3MPOBAHNA: MUHHUMYM B 100,1 %
OnHOPOAHOCTH I03UPOBAHUA: MAKCHMYM - 103,9 %
OnHOPOAHOCTb 103MPOBAHMA: NPHEMIIEMas He Gonee 15.0 3.4
BEJTHYHHA

OaHopoAHOCTL AO3HPOBAHHA CooteercTByer TpeGoBanuam Eep. CooTeeTcTByeT
THAPOXJIOPOTHA3HA: KOHEUHOE 3aKIIoUeHHe @, d. CLIA u An. D,

OnHopoaHOCTk Ao3upoBanus: N= 10 unu 30 10-30 10
ONHOPOJHOCTL  AO3UPOBAHMA  aMJIOJHMHHA: - 103,3 %

Crpanuua 6/ 9
Hacroswmit ceptudukar G511 aBTOMaTHYECKH CreHEPHPOBAH.
ﬂaHHble YTBEPKIOEHBI OTBETCTBEHHBIM JIMLIOM




Siegfried |

Brinymieno:

3urdpun bapbepa C.JL.
Ponpa Canra Mapus 158
08210 bapbepa nen Bannec
Hcnauus

CEPTU®UKAT AHAJIM3A
Ne ES100100405387

Jlns nHQOPMALIMH BCEM 3aHHTEPECORAHHBIM JIHLAM, IPOH3BOCTBeH A nnomanka 3urdgpun bapbepa C.JI. panee
nasbisanack Hosaprue dapmacbiotnka C.A. M pacnionaraetcs no Tomy xe aapecy Pouna ne Canra Mapus 158, 08210

Bapbepa nen Bamiec (bapcenona), Henanus

I'nodanbHBIH 857259
mMaTepHaJ Ne:

IpoaykT: DKCDOPK I'XT 5/160/12,5 MI' COMP LAC-EC

Cepus Ne: B6263

BEJIMUHHA

OnHOpOAHOCTh I03UPOBAHHA aMJIOHITHHA!
KOHEYHOE 3aK/JIOUeHHE

PacrBopenune: N=6 nnu 12

PacTeopenne Bancaprana (cpenHee 3Ha4eHHE)
yepes 30 MUHYT

PacTBOpEHHE: MUHHMYM

PacTropeHHe: MaKCHMYM

Tectnl TpeGoBanns Pe3yanTaThl
OnHOPOAHOCTL NO3HPOBAHHA: MHHHMYM - 101,8 %
OnHOPOAHOCTL A03HPOBAHHA: MAKCHMYM - 105,3 %
OOHOPOAHOCTh JO3HPOBAHHA: NIPHEMIIEMas He Gonee 15.0 4,8

CootsetctByeT TpeboBaHuaM Erp. CooTseTcTBYET
@., @. CUIA u Sn. d.

6-12 6

He menee 80% 93 %
- 91 %
. 95 %

Crpannua 7/9

HacToswmuii ceprudukar 0511 aBTOMaTHYECKH CTEHEPHPOBAH.
Jlanngsie yTBepKAeHBI OTBETCTRBEHHEIM JIHLIOM




Boinymeno:

Siegfried 3urdpun Bapbepa C.JI.

Ponpa Canta Mapus 158
08210 Bap6epa nen Bannec
Hcnanua

CEPTUO®UKAT AHAJIM3A
Ne ES100100405387

Jina undpopmaliuy BeeM 3aHHTEPECOBAHHBIM JTHIAM, NPOH3BOACTBeHHad Tomanka 3urdpua Bapbepa C.JI. panee
HaspiBanack Horaprue ®apmacsioTrka C.A. 1 pacnonaraetcs no tomy xe aapecy Ponna ae Canra Mapua 158, 08210
bapbepa nen Bannec (bapcenona), Henanus

Iponyxr: SKCOOPXKI'XT 5/160/12,5 MI' COMP LAC-EC

T'nobanbHLIi 857259 Cepus Ne: B6263
MaTepHas Ne:

TecTnl Tpebosanusn PesyabTaThl

Pacteopenne BancapraHa: koHe1uHOe 3aKkNIOMEeHHE CooTBeTcTBHE tpeGoBannam CooTBeTCTBYET
@.CLIA, Esp. @., Sn. D.

PactBopenue: N=6 nunu 12 6-12 6

Pacteopenue 'unpoxnopruasuaa (cpeanee 3nadedue) He menee 80% 94 %

yepe3 30 MHHYT

PacTBopeHne: MUHEMYM - 92 %

PacTBOpeHune: MakCUMyM - 95 %

PactBopenue ['napoxnopTHasuaa: KOHEUHOE CootBetcTBUE TPeOOBAHUAM CooTBeTcTBYET

3aKJIHUYEHHE &.CUIA, Egp. @., sn. ©.

Pacteopenue: N=6 nnu 12 6-12 6

Crpanuua 8 /9
Hacrtoswuii cepTudukar Gbl1 aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHble yTBEPK/A€HB] OTBETCTBEHHEIM JIHLIOM



Brinymeno:

S ieg f l‘ i e d 3urdpua bap6epa C.J1,

Ponna Canra Mapus 158
08210 bapbepa nen Bannec

Hcnanus

CEPTUPUKAT AHAJIU3A
Ne ES100100405387

M nHdopMaLkKM BceM 3aHHTEPECORAHHBIM JTHIIAM, TIPOH3BOCTBEHHAS TUIomanka 3urdpun bap6epa C.JL. panee
HaspiBanacs Hosaprue ®apmacsiotuka C.A. u pacnionaraeres no tomy xe aapecy Ponna e Canta Mapus 158, 08210
bap6epa nen Bamiec (Bapcenona), Mcnanums

Ilpoaykr: OKCPOPXK I'’XT 5/160/12,5 MTI' COMP LAC-EC

I'nobanbHbIi 857259 Cepus Ne: B6263
maTepHaJ Ne:

Tectn! TpeGosanus PesyabTaThl
Pacteopenne Amnonununa (cpennee 3nadenne) He menee 75% 84 %

yepes 30 MUHYT

PacTBOpeHHe: MHHHMYM - 82 %
PactBopenue: MakcHMyMm - 85%
PacTBopeHHe aMIOIHNHHA: KOHEUHOE CooTBercTBHe TpeboBaHUAM CooTBeTcTByET
3aKII0UYEHHE &$.CIIA, Esp. ®., fn. &.

3aknarouenne:

Cepus cooTseTcTBYeT cnieun(pHKaLMi HOPMATHBHOH IOKYMEHTAUMH, HacToAMM yI0CTOBEpSIO, YTO AaHHas
undopmauus noanHHHa u BepHa. HapaboTka 1 aHaNN3 CEpHH NPOBEPEHB] U COOTBETCTBYIOT TpeGoranuaM GMP.

OTBeTcTBEHHOE JIHILO: Maria del Mar Jimenez

JlaTa u Bpems: 26-01-2022 16:35:38

JInuo, BelAaBIICE CEPTHPHKAT: Susana Contreras

JonkHoCTD: Y no/sHOMOYEHHOE JTHLIO

MaTa u Bpemsi: 04-02-2022 09:43:50
Crpanuua 9/9

Hacrosimii ceprudukat G5UT aBTOMaTHYECKH CreHEPHPOBAH.
JlaHHble yTBEp K/EHBI OTBETCTBEHHBIM JIMLIOM



