) NOVARTIS

Beinyuweno:
Hosapruc ®apmaceiotuka C.A.
PapmaceroTrian OnepaiiuHs
Ponna Cra. Mapus 158
08210 BapGepa aen Baanec
Hcranus

JIMLeH3 s Ha H3roToBAeHHe No:
1520-E

Cepruduxar GMP Ne;
NCF/1851/001/CAT

CEPTU®UKAT CEPHUU

Ne ES100200290431

IMpoaykr:

Ho3upoBka / aKTHBHOCTD:

JlekaperBennan opma:

CTpaHa HazHaveHHS:

Konuvecrso eaMHHn
NpoAYKTa:

Tun ynakosku: 6muctep
Pasmep ynakosku: 2 x 14 wryk
Perucrpaunonnoe JICP-008557/10
YI0CTOBEpEHHE:

Poccuiickas ®enepaiins

FnoGanbHbiii maTepuan Ne: 721948 Cepus Ne:
Jara m3roroeaenusn: 03-02-2021

Jdara Beimycka: 23-02-2021

Cpoxk roanocru: 01-2023

31320.000 wryk

KO-DKC®OPXK, TABJIETKH. [TOKPBITBIE IVIEHOYHOH OBOJIOYKOH,
10/160/12,5 MI" No28 - RU

AMIJIOMITHH 10 MI”
'MAPOXJIOPOTHA3ZHW 12,5 MIT
BAJICAPTAH 160 MT"

TableTKHN, TOKPBITHIE MIEHOYHOM 060104KO#H

BWV57

Hannbie TecTOB, TPEGOBAHNS, Pe3yNbTATE! H 3AKITIOUEHNS MPHBEICHB! B ClIeyIomeM cepTu(kaTe/cepTr(uKaTax:

Ceprudurar Ne:
IMpoaykT:

['nodanbHbIi matepuan Ne:
JlokanbHblii maTepuan Ne:
JaTa Beinycka:
IpousBoauTens:

JlMUeH3Ha Ha H3roToBIeHHE!

ES100100361921

KO-DKC®OPXK, TABJIETKH INOKPLITBIE ITJTTEHOYHOM

OBOJIOYKOH, 10/160/12,5 MI" Ne28 - RU
721948 Cepust Ne:

721948

23-02-2021

HoeapTic ®@apmacsiotuka C.A,
®apmackroTikal Onepaiing

Poxpa Cra. Mapa 158

08210 bapbepa nen Bamnec, Mecnanua
1520-E

BWVs7

Ceprugurar Ne: ES100100361155

IMpoaykr: DKCOOPX I'XT 10/160/12,5 MI' COMP LAC-EC

[nodaneneiii maTepuan Ne: 857262 Cepus Ne: B5564

JlokaabHbIil MaTepuan No: 857262

JaTa BbInmycka: 19-02-2021

[TponspoauTens: HoBaptuc ®apmacsiotrka C.A.
DapmaceioTukan OnepaiiurHz
Ponna Cra. Mapus 158
08210 bapbepa nen Bannec

JlMueH3HsA HA H3rOTOBAEHHE: HMcnanus
1520-E

Crpanuua 1/ 10 Kuyants

Hactosmmii cepruukar 6bi1 aBTOMaTHYECKH CreHEPHPOBAH.
JaHHble yTBEPKIEHDBI OTBETCTBEHHBIM JIHLIOM

eva
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‘ Bbinyuweno:
() N O VA RT l S Hosapruc ®apaaceiorika C.A.
®apmaceioTrkan Onepaimns
Ponzna Cra. Mapus 158
08210 Bapbepa nen Bansec
Henanus
Jluuensun Ha nsrotosaenne Ne:
1520-E
Cepruguratr GMP Ne:
NCF/1851/001/CAT

CEPTUOUKAT CEPUHA
Ne ES100200290431

IMpoaykT: KO-DKC®OPX, TABJIETKH, [TOKPBITBIE [TJIEHOYHOH OBOJIOYKOH,
10/160/12,5 MI" Ne28-RU

Inobanebubiii maTtepuan No: 721948 Cepus Ne: BWVs57

3akoveHne:

Hactosumm ynocTorepsio, 4To naHHas HHMOPMALINA MOLNHHHA H BEPHA.

Hannas cepus cosfana/ NpousBeCHa, BKIIOYAST YTAKOBKY H KOHTPOJIb, Ha BBILICYTOMAHYTOM MECTe POM3BOICTBA
B COOTBETCTBHH ¢ npaBunamu GMP fokankHOro perynsTopHoro opraHa u cneun(pukaume perucTpauoHHoro
YAOCTOBEPEHHA HMITOPTHPYIOLLE CTPAHBI.

HapaGoTka, ynakoBka 1 aHalH3 CepHH COOTBETCTBYIOT Tpehosannam GMP.

OTBeTCcTBEHHOE JTHLO: Laura Cambra Aused
Hdara u Bpems: 23-02-2021 18:57:44

Tun BbimycKa: BEIMYCK Ha PBIHOK

KommenTapuu k ceprudpukary:

[MocTapwmnk Amnonnnuua: I-p Penau' ¢ JlaGopatopuc JITa,
HMunus

[ToctaBuink Bancaprana; Hoaptuc Punrackunau JTt,
Hpnannus

[ToctaBwuk MNuapoxnopruaszuna: Hosaptic ®apma Hlteiin
AT, llseituapus

Cpok ronHocTu B cepridiukare ans Gajaka paBeH BpeMeHH
yaep:kUBaHus banka.

HopmaTusHelii nokyment: JICP-008557/10-250820

JInuo, BblnaBuwee ceprudukar: Laura Cambra Aused
JomEKHOCTD: VYnonnoMoueHHOe MO
JaTa n Bpemsi: 23-02-2021 18:57:44

Crpannua 2 /10
Hacrosiumnit cepTudukat GbL1 aBTOMATHYECKH CreHEPUPOBAH.
JlanHele yTBEPKICHBI OTBETCTBEHHBIM JIMLOM



> NOVARTIS

[Iponsseneno:

Hosapruc ®apmacsiotnka C.A.
DapmacsroTikan Onepaiimms
Ponza Cra. Mapus 158

08210 bapbepa aen Bannec
Henammg

CEPTUD®UKAT AHAJIM3A
Ne ES100100361155

IMponyxr:

SKCOOPK IXT 10/160/12,5 MI" COMP LAC-EC

['1odanbublii maTepuan Ne: 857262 Cepus Ne: B5564
lara usrortossenus: 03-02-2021 Iporokoen awanusa Ne: 4130136081
Cpok roaHocTh: 03-02-2022

HopmaTugHan DP_6002195 005 R 01

NOKYMEHTALIHA:

Tectsl TpetoBanus Pe3ayabTare

Onucanue: opma

Onucanue: Koz rpaBUPOBKH

['uapoxnopruazun

IIpononrosatbie IBOSAKOBBIMYKIbIE €O CoorBercTryeT
CKOLIEHHBIMM  KpasMH  TablleTKH,

MOKPBITHIE MIeHOYHOH 060M04YKOH, e

pHcKH

THCHEHHE «NVR» Ha oaHoii cTopore ' CooTseTcTByeT
«VDL» na apyroi cropone

Onwucanue; uger BnenHo-xenToiit CootsercTryeT
JnuHa npumepHo 15 mm - 15 MM
UlupuHa npuMepro 5.9 Mm - 6,0 MM
[loanuunocts MeTonom TCX: Bancapran CoOTBETCTBYET CTAHIAPTY CootgetcTRyeT
lMoanuuxocts MeTonom TCX: CooTeeTcTBYyeT cTaHaapTy CootBeTcTBYET

Crpanuua 3/ 10

Hacrosiwwmii ceprudukar Gl aBTOMATHUYECKH CreHEPUPOBAH.

JlaHHele YTBEPKIEHB OTBETCTBEHHBIM JHLIOM




) NOVARTIS

Ipousseneno:

Hosaprue ®apmacsiotnka C.A.
Gapmacsiotrkan Onepsiimns
Ponna Cra. Mapus 158

08210 bapGepa nen Bannec
Henanus

CEPTU®UKAT AHAJIU3A

Ne ES100100361155

Ha OCHOBAHWH 3a5BJIEHHOTO COJIEPAKAHHS
BaJicapTaHa MmetonoM BIJKX

IMpoaykr: SKCOOPXK I'XT 10/160/12,5 MI" COMP LAC-EC

['106anbHbII §57262 Cepnsi Ne: B5564
maTepuas No:

TecTnl TpeboBanus PesyibTarei
[MoanuuaroCTs MeTomom TCX: AMnoaunun CooTeeTcTBYeT CTaHIapTy CooTBeTcTBYET
[MogmuunocTs MeTonom BOYKX: Bancapran CootBeTcTBYeT CTaHIapTy CootBeTcTBYET
Hoanunnocts meTonom BIXKX: Muapoxiopriasug CooTeeTcTBYET CTaHAAPTY CooTBeTcTBYET
ITonnmHuocTs MeTomOM BOXKX: AMnoaunun CootBeTcTByeT cTaHmapTy CooTeTcTBYET
Bona He 6onee 4,5 % 25%
[TocToponnue npuMecH npoaykT riaponusa He Gonee 0,2 % <0,1%
Bancaprana na ocHoBaHuu 3agBNEHHOTO

CoaepskaHus BajscapraHa MeTomoM BEKX

[Tocroponnue npumecy, Hennentuduumposanusie, He Gonee 0,2% <0.1%

Crtpanuua 4/ 10

Hactosumit cepTudukar Gb11 aBTOMATHYECKH CTEHEPHPOBAH.

HHHHbIB YTBEPKAEHbI OTBETCTBEHHbBIM JIMLIOM




) NOVARTIS

[Mponsseneno:

Horapruc ®apmaceiotuka C.A.
Dapmacsrorrkan OnepoimHa
Ponja Cra, Mapusa 158

08210 Bapbepa nen Bannec
Henanus

CEPTUOUKAT AHAJINU3A
Ne ES100100361155

IMpoaykr: OKCDOPK 'XT 10/160/12,5 MI" COMP LAC-EC

nodansHbIi 857262 Cepusi Ne: B5564
maTepHaa Noe:

Tectnl TpedoBanus PesyabTaTel
SU5683 Ha ocHOBaHHU 3aBJIEHHOTO colepkaHus He Gonee 0,4% <0,1%
THOPOXJIOpOTHA3HIA MeTOIOM BOXKX

IMocTopoHHIE NpHMECH eIHHHYHBIE He Bonee 0,2% <0,1%

HeMACHTU(UUMPOBAHHLIC Ha OCHOBAHHH 3asBJIEHHOTO
ColepAKaHUA THAPOXJIOPOTHAa3HIA MeTojoM BOIKX

[Toctoponnue npumecu IMpumecs D Ha ocHoBanmm He 6onee 0,5% <0,1%
3adBJIEHHOTO COAePKaHUA aMIOTHITHHA METOI0M

B3XKX

IlocTtoponnye npuMecH, HecneUndUIecKHe, Ha He 6onee 0.2% <0,1%

OCHOBAHHWH 3aABJIEHHOTI'O CollepKaHHg aMITIOIHITHHA
Metoaom BOIKX

Cymma Bcex npumeceii MeTogoM BOIKX He 6onee 1,0% <0,1%
KonnuectBenHoe onpenenenue metomom BIMX: 95,0 - 105,0% 98.,0%
Bancapran

Crpanuua 5/ 10
Hacrosauwii cepTudukaT 6b171 aBTOMATHUYECKH CreHEPHPOBaH.
JlaHHbIE YTBEp#/IeHbl OTBETCTBEHHBIM JIMLIOM
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q’) NOVARTIS

Mpouseeaeno:

Hosapric ®apmactioruka C.A.
Papmackrorikan Onepaiiing
Ponna Cra, Mapus 158

08210 Bap6epa nen Bannec
Hcnanus

CEPTUD®UKAT AHAJIU3A
Ne ES100100361155

IMpoaykr: OKCDOPXK I'XT 10/160/12,5 MI" COMP LAC-EC
I'noGanbuwrii 857262 Cepus Ne: B5564
MaTepHaa No;

L
Tectrl Tpedosauns PesynibraThl
Konuyecteennoe onpeneneHue MetTogom BIACX: 95,0 -105,0% 99.0 %
I'uapoxnopruaszmg
Konuvecteennoe onpeaeneHne Metonom BAJKX: 95,0 -105,0% 99.0 %
Amnoannun
OxnmopoxHocTs n03upoBanms: N= 10 uu 30 10-30 10
OnHoponHocTs 103MpoBanms Bancaprana: cpennee - 99,0 %
3HaYeHHe
OnHopomHoCTE n03MpoBaHHs: MHHHMYM - 97.2 %
Oxnnoponkxocts 1o3uposanus: MaKCHMYyM - 101,0 %
OnHopoaHocTs A03MpOBaHHUS: NpueMnemas Bemyuna  He Gomee 15,0 2,6
OnHoponHocTs 103MpoBanms Bancaprana: koneunoe CooTteetcTBYeT  Tpefosanmsm CooteercTRYET
3aKTIOUeHUe Esp. @, ®. CIIIA u SIn. @.

Crpannua 6/ 10

Hacroswuii cepTudukar 6bin aBTomatiueckn CreHepHupoBaH.
MaHHble yTBEPIIeHbI OTBETCTBEHHBIM THIIOM
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Iponsseneno:

Horaprue dapmacsiotika C.A.
PapmackioTikan Onepsiimms
Ponna Cra. Mapus 158

08210 BapGepa nen Banec

Henanug

CEPTUD®UKAT AHAJIU3A
Ne ES100100361155

CpenHee 3HaueHHe

’ﬁpuﬂym*: SKCDOPK I'XT 10/160/12,5 MT" COMP LAC-EC

CnobanbHerii 857262 Cepust No: B5564
MaTepuan Ne:

TecTnl Tpebosanusn PesysibTaTh
OnHoponHocTs 103uposanms: N= 10 wim 30 10 -30 10
Onnoponnocts NO3HUPOBaHHA - 99.4 %
TUIPOXTOPTHAZHIA: CPEIHEE 3HAYCHHe

OnHopomHocTs n03upoBanus: MHHHMYM - 97,9 %
OnHopoaHocTs J03MPOBAHHA: MaKCHMYM - 101,6 %
OnHoponHocTs n03upoBanus: npHeMiemMas He 6onee 15.0 2.6
BeJIHUNHa

OnnoponHocTs 103MpoBaKHus CooTseTcTByeT TpedoBannam EBp. Coorserctryer
THAPOXJIOPOTHA3N/IA: KOHEUHOE 3aKITIOYEH e @, . CLUA u Hn. ©.

OnHoponHocTs nosupoBanua: N= 10 unu 30 10-30 10
OnxoponHocTs HO3HPOBaHWA  aMIOOWNMHA, - 98.9 %

Crpanmua 7/ 10

Hacrosuwwmii ceprudmkar Guin asTomatnuecku CreHepHpOBaH.

HBHHHE YTBEPIKICHEI OTBETCTBEHHBIM JIHLIOM
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IMpouseeneno:

Hosaptue dapmackiotnka C.A.,
MapmaceioTHkan Onepaitins
Pouna Cra. Mapus 158

08210 bapepa aen Bannec

Hcnanus

CEPTU®UKAT AHAJIU3A
Ne ES100100361155

IMpoaykT: DKCDOPXK I'XT 10/160/12,5 MI' COMP LAC-EC

CnobaneHbiii 857262 Cepust Ne: B5564
marTepuan Ne:

TeeTnl Tpedosanus PesyabTaThl
O1HOPOMHOCTD 103UPOBAHHISA: MHHUMYM - 97,1 %
OIHOPOAHOCTE 103UPOBAHNS: MAKCHMYM - 101,1 %
ONHOPOOHOCTE 103MPOBAHKA: PUEMIEMas He 6onee 15.0 2.9
BECITHYHMHA

OnHOpOIHOCTh 103HPOBAHNA AMIOAHITHHA; CootsercTeyer TpeboBanuam Esp.  CooTBeTcTBYeT
KOHEYHOE 3aK/IoueHHe @., . CIUA u fn. d.

Pacteopenne: N=6 nnm 12 6-~12 6
PactBopenue Bancaprana (cpeanee 3naveHe) He menee 80% 95 %

uepes 30 MUHYT

PacTeopeHne: MHHUMYM - 93 %
PacTteopeHune: MakcumMym - 96 %

Crpanuua 8 / 10

Hacrositunit ceprudurar 6b11 aBromMaTHYeCKH crenepupoBaH.

ﬂaHHb]e YTBCPIKOCHBI OTBETCTBEHHBIM JIMLIOM
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[Mpouseeaeno:

Hosaprue ®apmacsiotuka C.A.
DPapmacetotrkan Onepaiimms
Ponna Cra. Mapus 158

08210 Bap6epa 1en Baanec

HUcnanua

CEPTU®UKAT AHAJIU3A
Ne ES100100361155

Ipoaykr: OKC@OPXK I'XT 10/160/12,5 MI' COMP LAC-EC

InoGanbHbIi 857262 Cepus No: B5564

mMaTepHajl Ne:

TecTnl TpetoBanus PesyabTartsl

PacTeopenne Basicaprana: koHeuHoe 3ak/moueH1e CootBercTrre Tpebosannam CooTBeTcTBYET
@®.CLUA, Egp. @, Sn. d.

Pacteopenune: N=6 unu 12 6-12 6

Pacreopenue ['napoxnopruasuaa (cpeamee snavenne) He menee 80% 95 %

uepes 30 MUHyT

Pacrsopenne: MUHUMYM - 93 %

Pactopenne: Makcumynm - 97 %

Pacteopenne CnapoxiopTuasuia; KoHeuHoe CooTeTcTBHE TpebOBaHHAM CooTseTcTBYET

3AKJIKOYEHHE @®.CILIA, Epp. @, Sdn. @,

Pacteopenne: N=6 unu 12 6-12 6

Crpanuua 9/ 10

Hactosiwmnii ceptudukar bl aBTOMATHYECKH CreHEPHPOBAH.

JlaHHble YTBEPKIAEHBI OTBETCTBECHHLIM THIIOM




000 «HMcnpiTaTenbHblii HeHTp JeKa
10
Anpec HLI:

A
Jlnuensus Ne 77.99.18.001.J1.0001
Aaurened HHOEKUHOHHBIX 3a601eBaHMH YeNIOBEKa 1 SKH

32.08.07 na ocywecrsieHue

PCTBEHHBIX C
uauyeckuit anpec: 115404, Mocksa r, PagnanbHas 6-
42700, Mockosckas obnacTb, r. Buanoe, wocce Ben
TrecTaT AKkpenurauuu Ne RA.RU 21

BoTHuIX IIT M IY crenenn
Ten./daxc: 8(495)979-23-36, e-mail: info@biotechnolog

OKAMEHHOE, yH.
OMO04,

peacrB «buoTexHoorna»
A yn, nom Ne 24, ctpoeuue 14
§-5 NHHHA, oM Ne 10A

IEATENBHOCTH B 0B1aCTH HCTIONB30BAHKA BO36Y-

ia.ru

ITPOTOKOJI HCIIBITAHHH Ne T21-02138

NOTEHLMANLHOR ONacHOCTH,

«25» mapra 2021 .

Konuuecreo crpanui 2 ‘ cTpanuua 1
o + Ko-Okcdopk® Tabnetku, NOKpPLITHIS MIEHOUHON 000IOUKOH,
Rttt N 10 mr 4160 mr + 12,5 Mrr_(Gnmctep) 14 X 2 (nauka kapronnas)
Lepus BWVST ot 0221 T
: : «HoBaprtuc ®apmackiotika C.A.%, Hcnanus, Ronda de Santa Maria,
AT TS 158, Barbera del Valles, 08210 (Barcelona), Spain

Hanmenopanue u anpec 3akazuuka |
e . komHara 17

R T S
_Akrorbopaobpasuos J.25H7 o1 24.03.2021
+ CBX AO «Hopcron
remmitopeshpmuoe e ey 248
Hata noctynnenns obpasuos__ 1 25.03.2021
Konuuectro, coctosnue U YHH- 3ym.;

HOoMep 06pa3sLioB NPy NOCTyICHHH

HaBIMBAOWKA TpeDOBaHHS K 00b-
eKTY M YCIOBHAM NPOBEAEHHS HC-

|

i AO «Hopcrony; 121609, Mocksa r, Oce

JICP-008557/10-250820

NbITAHUH
Ne Onpenensemas Haumenosauue nokasarens, Tpe6o- Pesynuraroi uenbrranuii Jokyment(bl), ycra-
XapaKkTepHCTHKa BaHHA ¥ HOPMbI B COOTBETCTBHH C HaBHBaIOLLKii(e) npa-
HOPMATHBHbLIM AOKYMCHTOM BHNA U METOALI HCITLI-
Talus
1 Ynakoska Ynakoska CoorserctayeT JICP-008557/10-250820
ITo 14 rabrevok B 6nucrep s TIBX/ | ITo 14 TaBaerok b Bnucrepe n3
[IBOX u amomuHHesod Gonbry, NBX/MIBAX u amomuuuenoii
Io 1,2, 4,7 Gnucrepos no 14 Ta6- | ¢oauru.
ACTOX BMCCTC C MHCTPYKUMEH no | 2 6avcrepa no 14 rabnerok sume-
MCAHUMHCKOMY NPHMCHCHHMIO B Kap- | CTe ¢ MHCTPYKUMEH Mo Meaw-
TOHHYIO NayKy. LUHHCKOMY MPHMEHEHHIO B Kap-
TOHHOM nauke.
2 | Mapkupopka Mapkuposka Cootgercrayer JICP-008557/10-250820
Ha Gnuctepe na pycckom ssbike | Ha Gancrepe na pycckoM a3sike
YKa3blBaOT: IOTOTHI KOMNaHKK (Ha | YKa3aHno: NOroTHN KOMOANHH
JIATHHHLE), TOPrOBOE HAMMEHOBA- | (HA JNATHHMLE), TOProBOe Ha-
HHE Tipcnapara ¢ NpeaynpeAnTeNb- | MMCHOBAHHE Npenapara ¢ npe-
HOH Mapkuposkei ®, nekapcrsen- | AynpeaMTensHOM MapKHpOBKOH
HYI10 hopMY, N03HPOBKY, MekiyHa- | ®, NekapcTBennas thopma, 103u-
POAHLIE HCMATCHTOBAHHLIC HAMME- poOBKa, MCOKAYHAPOAHLIE HEe-Na-
HOBaHMA ,ﬂCﬁC'TByl(J[I,lHX BCLICCTB, TCHTOBAHHLIE HAUMEHOBAHHUSA
«Cepus New, «[Tpouspeseno:y, neHersylowmux sewects, «Ce-
«Fopen now, Ha Kaxaod aueiike | pus No, «[Ipomnssencho:n,
yKa3aH NeHb Hexenw (xaneHpapuas | «[ozeH Do:», Ha Kaxaok sueiike
YN2KOBKa), BHYTPEHHME YNakoBOu- | ykasai JeHb HeIENH (Kanenaap-
HBIE KOJIBI KOMMAHHH, Has  YNakoBKa), BHYTPCHHHC
FHa kapToHHoH nayke Ha PYCCKOM H | YNakoBOYHBIC KO KOMIAHMHH.
AHrNMHCKOM  A3bikax ykasbiBaloT: | Ha kaprommoii nauxe ma pye-
JIOrOTHM KOMNAHHMHK (Ha NATHHHUE), | CKOM M aHrNMICKOM  A3blkax
TOProBo¢ HaUMEHOBAHHE rnpenapara | ykasaHo: JIOFrOTHI KOMMNAaHHH
¢ MNPCAyNpEAMTELHOA MapKHMpoB- | (Ha NaTHHMLE), TOProBoc Ha-
Koif ®, 103MPOBKY, MEXIyHApOI- | HMEHOBAHME TPENApaTa C mpe-
HBIC HEMIATCHTOBANHBIC HAHMEHIOBA- | AYMPEAHTCILHONH MAPKHPOBKOH
HHUA JEACTBYIOWMX BellecTs, Haspa- | ®, no3uponka, MEHUILYHAPOAHBIC
HHC W colcpxanue JCHCTBYIOWMX | HENATEHTOBAMHLIE HAMMEHOBA-
Bewwects B | tabnerke, nekaperoen- | HUa JCHCTBYIOUIMX  BEIECTB,
HY10 (POPMY H KONMHCCTBO TAGNETOK | HasBaHHe M COzepxkaHue Aeii-
B YMaKOBKC, YCNOBHA XpaHCHMS, | CTBYIOLIMX BewecTs B 1 Tab-
«Jlng npuema BHYTPLY, YCNOBHUS OT- | neTke, nekapersennas dopma u
IMpumeuanue:

AaHHblit IPOTOKOM HCMBITAHUE KACAETCH TONBKO 00pa3LioB, MOJBEPTHYTHIX ITUM MCTILITAHHAM.
3anpeluaeTcs UaCTHYHOE HITH NIONHOE KOMUPOBaHHE H nepeneuarka npoToKoa HenbiTanui Be3 paspeuwenns UL,




[TPOTOKOJI UCIIBITAHHH NeT21-02138 ot «25» mapta 2021 r..

Crpaninua 2 W3 2

MyCKa U3 alTeK, HOMEP PerucTpaLu-
OHHOrO yNOCTOBEpeHHs (Ha pyc-
CKOM A3blke), «XpaHHTb B HELO-~
CTynHOM ans aeredl Mecren, «Ka-
nenpapuas  ynakoska», «Ilonpo6-
HBIE YKa3aHusa no MPHMCHCHHIO
NPUBEACHBI B MPHIQKEHHOH HH-
CTPYKLUHH», Ha3BaHWe W ajpec
(crpana) KOMNaHuu-pIaIENLLA pe-
THCTPalMOHHOTO  YAOCTOBEPEHHS,
Ha3BaHWe W agpec (ropox, cTpaua)
KOMIMAHHH, OCYLIECTBASIOWEH BEI-
NYCKAOWMH KOHTPO/NL KayecTBa,
wrpux-kon, «Cepus Netw (nma pyc-
ckoM a3bike), «[Ipousseneno:» (na
pycckom sseike), «loacH no:» (na
pycckom  s3eike).  Jonyckaercs
HaHECEHHE BHYTPEHHHX ¥NaKkoBOY-
HBLIX KOIOB KOMNaHuuW. [lomonmu-
TEMLHO MOTYT BBITh HAHECEHLI Cpe-
CTBA HAEHTH(PHKALMH 118 MOHMTO-
PHHIa [OBMXXCHHA JCKAPCTBCHHLIX
npenaparos  ang  MCAMLUHHCKOrQ
NpPUMEHEHHS OT NPOH3BOAKTENS 10
KOHEHHOro noTpedurens.

Xpauenue: B opurnnanshoii yna-
KOBKE MpPH TEMNEPATYpPE HE BLILLE
25 °C.

Cpoxk roanocty 2 roga

KonMyecTBo Tabnetox B yna-
KOBKe, YC10BUA XpaHeHus, « 1
MpHEMA BHYTPLY, YCJIOBHA OT-
MyCKa M3 antek, HOMEp per-
CTPAUHOHHOIO  YA0CTOBEPEHKH
(Ha pyccKkoM A3bIKE), «XPAHHTDL
B HENOCTYMHOM jans jactel me-
cren, «Kanenjaphas ynakos-
ka», «[TonpoBusic ykasanus no
NPUMEHEHHIO NPHUBCICHBI B
NPHIOKEHHOH — HHCTPYKLIHHY,
Ha3BaHue u aapec (CTpana) Kom-
NAHHH-BIANEbUA PETUCTPALH-
OHHOrO YIAOCTOBEpCHHA, Ha3Ba-
HWe M anpec (ropog, crpama)
KOMIMaHHHK, OCYUIECTBASIONCH
BLIMYCKAIOWMH KOHTPONL Kaye-
cTBa, Wrpkx-kom, «Cepus Noin
(1a pycckom si3sike), «[Tpouase-
JeHo» (Ha pyCCKOM S3BIKE),
«Copen no:» (Ha pycckom A3sl-
ke). Buyrpeniue ynakosousie
KOJIbI KOMIIAaHHH. ﬂOITOJII-IH-
TCALHO — HAHECEHBLI  CPeAcTBa
HACHTH(HKALHH 08 MOHMTO-
PHHIa J\BMKEHWA NEKAPCTBEH-
HBIX NpEnaparoB 4asi MeJHLUMHH-
CKOTO NPUMEHEHHS OT NPOH3BO-
AWTENA 10 KOHCYHOIro I'IOTpcﬁid-
TENA.

XpauuTb B OpPUrHMHANLHON yra-
KOBKC MNpH TEMNEpaType He
suie 25 °C.

2 rona (TConew 1o 01.2023)
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Odopmun Benywnii unsenep Koverosa T, C.
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Yecnokosa E. U.

Wfse/ - Camonopa T. T

Tenedon: +7(495) 971-28-42, n06. 119, e-mail: t.kochetova@biotechnologia.ru

[Tpumeyanue:

JlaHHBIi MPOTOKON NCMBITAHKI KacaeTes TObKO 00pa3sLoB, NOJABEPrHYTHIX 3THM HCTBITAHUAM.
3anpemaeTest YacTHUHOE HITH NOTHOE KONHWPOBaHUE H NEpeneyarka NPOTOKONA HenbiTanui 6e3 paspewenns ML,
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nOATEEp)KAeHHe COOTBETCTBMSA BBO3IMMOIO neKapcTBeHHOro npenapara TpeGOBaHHﬂM,
YCTaHOBMEHHbLIM NPY ero rocyAapCTBEHHOM perucTpauum

UneHTudMkauMoHHLIN HoMmep Tosapa GTIN

Toprosoe HauMeHOBaHWe

MexayHapoaHoe HenaTeHTOBAHHOE Ha3BaHWe
(MHH)
NekapcraeHHan copma

Hoauposka

®Popma Bhinycka

Homep cepuu (naprtun)

O6nem cepum (naprum)

[fata npoussofcTaa
Fogex oo

Homep # nata perucrpaumoHHoro
yAocToBepeHUA
Homep HopmaTMBHOM fHokymeHTaLumn

HaumeHormaHue gepxatenn
PerucTpaUMoHHOro YAOCTOBEpEHUS
Anpec MecToHaxoXaeHus aepwatens
PerucTpauMoHHOro yoocToBepeHus
HaumenosaHue W agpec npouasogurens
(c ykazaHuem cragun fpouasofcTea)

KommeHTapum

BWV57-IM-02042021

04603695001909

Ko-Okchopx®
Amnoaunuu+Bancapran+ugpoxnopoTtuaaus

TabneTku, NOKPLITbIE NNEHOYHON 0BoNoYKOR

10 Mr + 160 mr + 12.5 Mr

14 W, - 6nucTepbl (2 WT.) - Naqkv kapTotible (28 wr,)

BWVS57
31320 yn.

03.02.2021
01.2023

NCP-008557/10 ot 23.08.2010

NCP-008557/10-250820

HosapTtuc dapma AT, lsenyapun
Lichtstrasse 35, 4056 Basel, Switzerland

Bce cTaauu, BKNIOYER BLINYCKAIOWMA KOHTPONL KauecTsa: HoeapTic PapmacbioTika
C.A., Micnanua (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

He npumenumo

B cooraetcTaun ¢ tpeGosaHuAmMu ®enepancHoro 3akoHa oT 28.11.2018 N 449-03 "O BHECEHWM MIMEHEHMIA B 0TAeNbHbIE 3aKOHOAATENbHbIE
aTsl Poccuickod Pegepaunu no sonpocy BBOAA B TPaX¥AaHcKknin 0GOPOT NeKapcTBEHHLIX NPeNapaToB ANA MEAMUMHCKOIO npumMeHeHus", a
Taicke NpuHUMAan BO BHUMaHWe nocTaHoenexue MpasurenscTBa POCCUACKORN ®easpaunm or 26.11.2019 N 1510 "O nopsgke ssogz B
PaxaaHCkuit 0BOPOT NeKAPCTBEHHLIX NPENAapPaTOs ANA MEAHUMHCKOTO NPUMEHEHURA"

HuxenoanMcasWwWitca npegcrasutens OO0 "HosapTuc ®apma’, ynonHoMoueHHbI MHOCTpaHHbLIM NPOH3BOAMTENEM NEKapCTBEHHLIX CREACTS,
NOATBEPXKAAeT COOTBETCTBME BbiUEYKa3aHHON CepMM  NEKapcTBEHHOre npenapata ANR MEAMUMHCKOTO NPUMEHEHMA TeBoBaH1AM,
YCTaHOBNEHHbIM NPY €ro roCYAaPCTBEHHON PericTpaumun Ha TeppuTopumn Poccuiickon Peaepatinu.

YNonHoMOYeHHbIA npeacTasuTens
Q00 "HosapTuc dapma”

Anekcanaposa [1.8. ; 02.04.2021

VIMKUMANGL! W DAk Anis Nsnan noandce Rara



