Uy NOVARTIS

Beinyueno:
Hosapruc ®apmaceiotura C.A.
dapmacslotikat Onepoifnng
Poupna Cra. Mapus 158
08210 Bap6epa aen Bannec
Hcnanus

Jluuensus na uirotopaenue No:
1520-E

Ceprudpurar GMP Ne:
NCF/1851/001/CAT

CEPTUOUKAT CEPUHN
Ne ES100200273159

Mpoaykr:

Jlo3upoBKka / AKTHBHOCTD:

JlekapcrBeHHas dopma:
Tun ynakoBKH:

Pa3mep ynakoBku:
PerucrpaunonHoe
YI0CTOBEpeHHe:
CTpaHa HA3HAYEHHS:
TnodanbHblil MaTepuan Ne:
JlaTa H3roTOB/IeHHS !
HdaTa BeINyCKa:

CpoK roaHocTH:
Koan4yecTBo eJUHHLL
NpOAYKTA:

KO-2KCOOPK, TABJIETKH, ITOKPLITBIE TUIEHOYHOM OBOJIOUKOH,
5/160/12,5 MI" Na28 - RU

AMIJIOINTIMH 5 MI'

TUAPOXJIOPOTHUA3W/ 12,5 MIT

BAJICAPTAH 160 MI'

TabNeTKH, NOKPLITLIE MIEHOTHOH 06onoukoi

Gnuctep

2 x 14 wryk

JICP-008557/10

Poccuiickas ®enepauns
721946

30-05-2020

17-06-2020

04-2022

9720.000 wTyk

Cepus Ne: BTF38

Jlanubie TecToB, TpeGOBaHHA, Pe3yIbTATb H 3AKITHOUEHNA IPHBEICHBI B CIEYIOLLEM ceprudukare/cepTHdHUKaTaX:

Ceprudmkar Ne:
Ipoayxkr:

ES100100338678 .
KO-3KC®OPK, TABJIETKHU IMOKPBITBHIE TNIEHOYHOH
OBOJIOUKOH, 5/160/12,5 MI” Ne28§ - RU

IIpousBoauTe/b:

JIMueH3us HA H3rOTOBJICHUE:

InobaneHbli MaTepuas Ne: 721946 Cepus Ne: BTF38
JlokaasHblil MaTepram Ne: 721946
JlaTa BeINyCKa: 17-06-2020
IIpousBoauTe/n: Hoeapthe ®apmacetotuka C.A.
dapmackioTHkan Onepafinz
Ponna Cra. Mapa 158
08210 Bapbepa nen Bannec, Mcnanns
JIMueH3Hsi HA M3TOTOB/ICHHE! 1520-E
Ceprugurar Ne: ES100100334858
Ipoaykr: BKCPOPK ['XT 5/160/12,5 MI" COMP LAC-EC
TaobaabHbIii MaTepnaa Ne: 857259 Cepus Ne: B6130
JlokaneHelii MaTepaaa Ne: 857259
Jarta BeInycKka: 17-06-2020

Hosaptic @apmaceroTika C.A.
dapmaceroTHian OnepaHLiH3
Ponna Cra. Mapus 158

08210 Bapbepa nen Bannec
Hcnanus

1520-E

HacTosumii cepriHKaT Obl1 aBTOMATHYECKH CrEHEPHPOBAH.

Kuyants
eva
Natalya

JlaHHkle yTBepKaeHbl OTBETCTBEHHBIM THLIOM

Lo PIFROED

2020072009482



Buinymeno:
(‘) N O VA RT I S Hogaptuc ®apmacsiothka C.A.

dapmackioTrkan Onepaiinms
Ponna Cra. Mapus 158
08210 Bapbepa nen Baniec
Henanus

Jlnuensnn Ha wiroTosaenne Ne:
1520-E

Ceprudmxar GMP No:
NCF/1851/001/CAT

CEPTU®UKAT CEPHUHA
Ne ES100200273159

IpoaykT: KO-3KCPOPIK, TABJIETKH, [IOKPBITHIE TNIEHOYHOHR OBOJIOUKOM,
5/160/12,5 MT Ne28-RU

Iobanbubiii maTepuan Ne: 721946 Cepust No: BTF38

JakjoueHue:

HacToswiM YI0CTOBEPAIO, YTO AaHHAs HHBOpMALUA NOLTHHHA U BEpHA.

JlaHHas cepus co3aaHa/ pOM3BEIeHa, BKIIOYAA YTTAKOBKY H KOHTPOIE, HA BbILICYNOMAHYTOM MECTE NpOU3BOACTBA
B cooTBeTcTBHH ¢ npaBuaaMmu GMP nokansHOro peryasaTOpHOro opraHda v crneunhMKaLMeil perucTpallHoOHHOTO
yIOCTOBEPEHHS UMMOPTHPYHOLLEH CTpaHBl.

HapaBoTka, ynakoBKa W aHaIH3 CeprH COOTBETCTBYIOT Tpebosannam GMP.

OTBeTcTBEHHOE JIHLO: Anna Maria PEREZ MONTERO
Jara v Bpems: 17-06-2020 09:22:48

KoMmeHTapHu K cepTHQHKATY:

[IpouseoauTens hapMcydcTaHUMN:

Bancapran: Hosaptuc I'pumcGn Jita, BeaukoGpuranus
I'unpoxnopruasua: Hopaptue ®apma Hlseiiuepxanie AT,
Lseituapus

Amnonunus: Jlex dapmacerotikans a.a., ClnopeHus

Cpok rofHocTH B cepTHhHKaTe 11a Ganka paBeH BPEMEHH
yaep:KuBaHus Ganka.

JInuo, BeiaasLiee cepTHHHKAT: Anna Maria PEREZ MONTERO
JIONKHOCTD: Ynonnomouennoe JIMLIO
Jata u Bpems: 17-07-2020 15:11:42

Hacroswuii cepruduraT Obl aBTOMATHYECKH CrEHEPUPOBAH.
Jlanuele yTBEpIKIEHBl OTBETCTBEHHBIM JIMLOM




Uy NOVARTIS

[Mpoumsseneno:

Hogaprue ®apmacsiotika C.A.
MapmacsioTHkan OnepiiiH3
Pousa Cra. Mapus 158

08210 bapbepa aen Baniec
Henanus

CEPTU®UKAT AHAJIU3A
Ne ES100100338678

MpoaykT:

I'nodansHbIi MaTepran Ne:

JlaTa U3roToB/IeHHNA:

CpoK roaHocTH:

KO-3KCDOPK. TABJIETKH [TOKPBITHIE TNIEHOUHOM OBOJIOUKOM,
5/160/12,5 MI" No28-RU

721946 Cepus No: BTF38
30-05-2020 Mporokon anamuza Ne: 4130127307
30-04-2022

HopmaTtuBHasn DP_6001954 008 R 01 H: JICP-008557/10-180219
JOKYMeHTALMSA : mm. |

TecThl Tpebosanus Pe3yabTaThl
[leprHyHas ynakoBKa 1139234-A19-RU CoOTBETCTBYET
Bropuunas ynakoeka 1141698-A19-RU CoOTBETCTBYET
HMHcTpyKUMsA N0 NPHMEHEHHIO 1128859-B19-RU CoOTBeTCTBYET

Homep cepuu COOTBETCTBYET BTOPHUHO# ynakoBke — COOTBETCTBYET
CpoK roJiHOCTH 23 mecAua CooTBeTcTBYET
Jlata npou3BOICTRA CoOTBETCTBYET BTOpHUHOH yrnakoske  COOTBETCTBYET

JakiloueHue:

Cepus COOTBETCTBYET CMELMUKALINH HOPMATHBHON JOKYMEHTALHH. HacTosmum yIoCTOBEPAID, YTO JaHHAs
uHdopMaums NoTHHEA 1 BepHa, HapaGoTka i aHanu3 cepii NPOBEPEHbI H COOTBETCTBYIOT tpeGosanuam GMP.

OTBercTrBeHHoe JTHLO:
Jdarta u Bpems:

JInuo, BbIAABIIee cepTHPHKAT:

JI0/KHOCTR:
Jdata n Bpems:

Julia Lozano Gasca
12-06-2020 11:30:01

Anna Maria PEREZ MONTERO
Ynonnomoyenuoe JIMLIO
17-06-2020 15:11:28

Hacroswmii cepTudukar Obl1 aBTOMATHYECKH CTEHEPHPOBAH.

HEHHLIQ YTBEPKICHBI OTBETCTBEHHBIM /THLIOM




Anpec UL

quTeneit HHpEeKUHOHHb

000 «UcnpITaTelLHBI HEHTP JeKAPCTBEHHBIX cpeIcTB «bHOTeXHOI0TUs»

FOpuauueckuit agpec: 115404, Mocksa r, PaananbHas 6-1 y1, 10M No
42700, MockoBckas 0b/1acTh, T. Busroe, wocce Benokamerntoe, yu. 8-4 TUHES, 10M Ne 10A

Atrrecrar Akkpeauraunn Ne RA.RU.21OMO04,
JInuensus Ne 77.99.18.001.J1.000132.08.07 Ha ocyllecTBIEHHE ASATENLHOCTH B 00/1aCTH MCMONb30BAHNs BO3OY-

Ten./akc: 8(495)979-23-36, e-mail: info@biotechnologia.ru

24, ctpoeHue 14

X 3aboneBanmii yenoseka n kHBOTHBIX I11 1 1Y cTeneHn noTeHUMalbHONH OMAacHOCTH,

«20» wronsa 2020 r.

ITPOTOKOJI HCITBITAHHH Ne T20-05614

KonudecTBo cTpaHuLl

2

cTpanuua |

OOBEKT UCTTbITAHUH

OcHoBaHue a4 NpoBEAEHHA UC-

NeITaAHUH

Jlata nocTynieHns odpasuos 1 17.07.2020

'
............ ,_

KonnuecTBo, COCTOSIHHE H YHH- b3y

KalbHBIH HICHTH(UKALMOHHBIH

TpeGoBaHUA K KauecTBY 00beKTa H

i 0bpasibl 0e3 MOBPEXKIEHUA YITAKOBKH]

3upoBaHus, KolnyecTBeHHOE onpelelnenne)

Ko-Dkchopx®, TabieTkH, MOKPBIThIE MIEHOYHOH 000/104KOi 5 Mr + 160
Mr +12,5 mr, (6auctep) 14 x 2 (mauka KapToHHas)

JIOKYMEHT, yCTaHaB/IMBaIOLIUH ?ﬂCP—OOSSS?/lO-] 80219, Mam.Nel; 1 (TMoanuuHocTs, OAHOPOAHOCTE 10-

YCJIOBHAM NPOBEAEHHUA HCII BITAHMI

TpeboBaHus 1 HOPMBL

Pe3ynbTarhl HCTIBITAHUIA

MeTo1bl HCTIBITAHUS

[To 7 unu 14 Tabnerok B QuMcTep U3
[IBX/TIBAX. Ilo 1, 4, 18 Gaucrepos no
7 Tabaerok unu o 1, 2, 4. 7 Gaucre-
poB 1o 14 TabneTok BMECTe ¢ HHCTPYK-
LUHei 1Mo MeAMLMHCKOMY [PHMEHCHHIO
B KAPTOHHVIO ITAYKY

CoOTBETCTBYET.

ITo 14 Ttabnerok B TMJICHOYHO-
anoMHHHeBOM Ouerepe.

2 Gaucrepa no 14 Tabnetok ¢ WH-
CTPYKIMEH 1O NPUMEHEHHIO B Kap-
TOHHOW Iavke

JICP-008557/10-
180219, H3m.Nel

Ha Gauctepe Ha pyccKOM s3bIKE YKa-
3LIBAIOT: JIOTOTHIT KOMIAHHK (Ha J1aTH-
HHIE), TOProBOE HAWMEHOBAHWE TIpe-
napara ¢ NpeiynpeanTe/bHOR MapKH-
poskol ®, rekapcTBEHHYIO (OpMY,
JI03UPOBKY, TPYNMUPOROYHOE HAaHME-
nHosauue, «Cepus Neow, «IIpousseje-
HO:», «[0jieH J10:», HA KaKIOH s4eHKe
yKasaH JeHb HelenH (KajteHjapHas
VIAKOBKA), BHYTPEHHHE YIIAKOBOYHBLIE
KOJBI KOMITAHHH,

Ha kapToHHO# nauke Ha PyCCKOM H
AHIVIMACKOM #3bIKaX YKa3bIBalOT: JOro-
THI KOMIaHHK (Ha JIATHHULE), TOPro-
BOC HAaHMMEHOBAHHWE TNpenapara ¢ npe-
IYMpeaMTeNbHOM  Mapkuposkoit — ®),
JIO3HPOBKY, TPYIITHPOBOYHOE HAHME-
HOBAHHE, HA3BAHHE M COJIEpHAHHE [Cii-
cTBYIOUMX BeulecTB B | Tabnetke, ne-
KApCTBEHHYI0 (JOPMY H  KOJIHYECTBO
TabNeToK B VIIAKOBKE, YCIOBUA XpaHe-
Hus, «Jl1s npHeMa BHYTPBY», YCIOBHS
OTIYCKA U3 anTeK. HOMEP perucTpalu-
OHHOrO YIOCTOBEPEHMs (Ha PYCCKOM
A3blKe), «XPAHHThL B HEJOCTYITHOM A
nereit mecre», «KanenjaapHas ynmakog-
Kka», «[loapobuble ykasaHus 1o npuMe-
HEHHIO TIPMBEEHBI B MPHIOKEHHOH

CoOTBETCTBYET.

Ha Gmucrepe Ha pPYCCKOM  s3bIKe
YKA3aHO: JIOTOTHTT KOMMaHuH (Ha
JIATHHHIE), TOProBOE HAHMEHOBA-
HHEe Tperapara ¢ NpeayIpeHTelb-
HOH MapkUpoBKOH ®), neKapcTBeH-
Has (JopMa, JI03HPOBKA, IPYNIMPO-
BouHoe  HamMmeHoBaHue, «Cepus
Noon,  «IIpomseeneno:»,  «lonen
J10:», HA KaXI0H sueiike ykasad
JIeHb HejlelTu (KaneHnapHas yrmakos-
Ka), BHYTPEHHHE YIMAKOBOYHbIE KO-
bl KOMTAHHH,

Ha kapronHoit nauke Ha pycckoMm H
AHMIMICKOM S3bIKAX YKA3aHo: JI0ro-
THIT KOMIAHHH (Ha JIATHHHLE), TOP-
rOBOC¢ HAaUMEHOBAHWE Mpenapara ¢
Mpe/yIpeAnTelbHOH  MapKHPOBKOH
®, [03HPOBKA, TPYNIHPOBOYHOE
HaHMEHOBAHHE, Ha3BaHWHE W COIEp-
JAHHE eCTBYIOIMX BeulecTs B 1
TabneTke, nekaperTBenHas gopma u
KOMYECTBO TableTOK B YIIAKOBKE,
yenosust xpadenus, «/lns npuema
BHYTPb», YCIIOBMA OTNYCKa W3 an-
TeK, HOMEP PerHcTPALMOHHOIO Y0+
CTOBEpEHHs (Ha PYCCKOM  A3bIKE),
«XpaHuTb B HEAOCTYIHOM IS JIe-

JICP-008557/10-
180219, Mam Nel

Ne INokasarenn Ka4yecTsa

1 Ynaxorka

2 MapkupoBska
[Ipumevanue:

JlaHHBII NPOTOKON UCTILITAHMIL KACAETCs TONBKO 00Pa3LOB, NOABEPrHYTHIX 3THM HCTIBITAHHAM.
3anpewaeTcs YaCTHUHOE HIH MOHOE KOMHPOBAHHE M MepereyaTka MpoTOKOoNa HCrbITaHH 6e3 pazpewenna LI




MMPOTOKOJT UCTILITAHUH NeT20-05614 ot «20» nrona 2020 r..

Crpannua 2 13 2

WHCTPYKIIMHY,  Ha3BaHHE M ajpec
(cTpaHa) KOMMaHHH-B/A/E/1bLA PErHCT-
palHOHHOrO YAOCTOBCPEHHA, HazBaHHE
v azgpec (ropoi, cTpaHa) KOMMaHHH,
OCYUIECTBIIATONIEH BRITYCKAIOMIHN KOH=
TpOJIb KauecTBa, wWITpUx-koi, «Cepus
Nary (na pyeckom sswike), «[Iponsse-
neHo» (Ha pycckom ssbike), «l'oxeH
I0:» (Ha pYCCKOM sA3bIKe). JlomycKaeTes
HAHECEHWE BHYTPEHHMX VIIAKOBOUHbLIX
KOJOB  KOMMaHuu.  JIOMOMHWUTENBHO
MOryT OBITh HAHECEHBI CPE/ICTBA HICH-
TUQUKALUN [UIS MOHHTOPMHTA JBHIXKE-
HUA .'ICKH[:JCTEBHHMX ﬂpEl’lﬂpaTOB JU1A
ME/IMIMHCKOrO NIPHMEHEHHA OT TpPOH3-
BOIIMTEJIS 10 KOHEYHOro 1oTpeduTens.

Xpanenue. B opuruHaneHON ynakoske
npu Temneparype se eoie 25 °C.
Cpok ronsocry: 2 roaa.

3amecturens pykoBoauTens ML

Pyxoeoautens M|

IMpumeyanue:

Teit mecten, «Kanenaaphas ynaxkos-
kan, «llonpobHble ykazaHus 110
MPUMEHEHHUIO TPHUBEIEHBI B TTPHII0-
WKEHHOH WHCTPYKIIMH», HA3BAHHE W
anpec (cTpana) KOMIaHWH-
Blla/le/iblld PEerucTpallHOHHOIO YI10-
CTOBEpEHHs, HaszBaHue H aapec (ro-
POIL. CTpaHa) KOMIaHHH, OCYIIECTR=
JAIOLIEH BBIMYCKAIOMMA KOHTPONb
KauecTsa, Wwrpux-koa, «Cepus Ne:»
(na pycckom sa3bixe), «[Ipoussene-
HO:» (Ha pycckom ssbike), «[omen
J10:» (Ha PYCCKOM A3bIKE), BHYTPEH-
HHE VYITAKOBOYHBIE KOJIbl KOMIIAHHH,
JlonoTHUTENBHO HAHECEHBI CPEICT-
BA MICHTHUKAMHY JUTH  MOHHTO-
pUHTA IBMKEHHS NEKApCTBEHHBIX
NpenaparoB  A1i  MEIMLMHCKOro
MPUMEHEHUA OT TIPOUIBOUTENS [10
KOHEYHOro NoTpeOHTEs.

XpaHHTb B OPUIHHATBHOH YNakoBke
1npHu Temneparype He Boime 25 °C.
Cpok roaxocth: 2 rona. (I'oaen 1o

_04.2022) /)

Cyxux O. A.

/:,;-, CMMD_I-%_@B& T.T.
e

JlaHHBIH NPOTOKON HCMBITAHHE KAcaeTCs TOMBKO 00Pa3lioB, MOABEPIHYTBIX ITHM HCTIBITAHUAM.

3anpe1.uaerc;| YacTHYHOE HJTH MOJIHOE KOMHPOBAHHE H NEpernevaTka NnpoToxko/ia vCreITaHui Ges paspelieHun Hu




