DN: de=com, de=novartis, ou=external-
gold, seriaiNumber=2435083,

Seregina Irina s

Reason: Mepeson nposepun u 3aeepun
Date: 2021.06.10 11:29:37 +03'00

SANDOZ "

Ccoinka; 0906211611

Boinyiuen:

Camorac ®apma 'm6X

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen
MepmaHua

Ten: +49 39205 420

Jnuensns Ha nponasoacTeo:
DE_ST_01_MIA_2019_0029

CEPTH®HUKAT COOTBETCTBMSI

HaumenoBanne matepuana:
Toprosoe naumeHosanue
Hdo3npoBra
JlekapcTBennasn gopma
YnakoBka

ObdbeM ynakoBKH

Koa

BuyTpenHss cchlika
JlaTa npon3Boacrea
Cpok roanocrn

Ajpec npoH3BOAHTE S

Boinyckatounii caiir:

TecTupyromnii caiir:

Crpana umMnoprep:
Poccuiickas denepaums

EXODERIL(9K30EPHIT) 1 % 15G CRM V3 RU
SK30/IEPHIJI
1%

KPEM

TYBA
lTydax 1571
44066192
LE4683
11.02.2021
31.01.2024
CAJIOTAC ®APMA ['MOX  Jluuensus NeDE_ST_01_MIA_2019_0029
Site Osterweddingen, Lange Goehren 3

39171 Suelzetal OT Osterweddingen

["'epmanms

Tun Beimycka: Boinyck Ha peiiok
Hara Buinycka: 09.06.2021
Koanuectro: 114429 yn.

CAJIIOTAC DAPMA I'm6X

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen
["'epmanus

CAMOTAC ®APMA T'mOX

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen
["'epmanms

Homep perncrpaunonnoro yiocrosepenus:
ITNO11273/01

Cocras:

HaumenoBanue Matepnana:
Martepuan No:

Beinymennoe koa-so bagnk:
Anpec npousBoauTens:

NAFTIFINE (Hagrudun) HCL CRM 1% DE21 EU 02

42030360 Bulk Product Cepua Ne: LD0646

1794 kr

Camorac ®apma [MOX Jlnuenznn No:

Lange Gohren 3, 39171 Sulzetal, DE_ST_01_MIA_2019 002
Osterweddingen, 9

[Cepmanus

Crp: 1/4

B nannom JOKYMEHTE NnocTae/JeHa 3IEKTPOHHAA 1101
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i i’.ijm'i B COOTBETCTBHI g"dg:framapmm Canzos




A Novartis
Division

SANDO

Cebinka: 0906211611

BuinyieH:

Camotac ®apma [moX

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen
Fepmanus

Ten: +49 39205 420

NULEH3Us HA NPOU3BOACTBO!
DE ST _01_MIA_2019_0029

CEPTU®UKAT COOTBETCTBHAH

HaumenoBaHnue mMaTepHaa:

Toprooe HaHMEHOBAHHE!
Martepuan No:

EXODERIL(DK30JEPHID) | % 15G CRM V3 RU

IK30JEPHIL 1
44066192 Cepust Cannos: LE46383 41

Cocras:

fHanmenonauue Martepuana:
MaTtepuan Ne:
Ajapec npoH3BOIHTEA:

Cepusi MPOH3BOAHTEIA:

NAFTIFINE (Hadrudun) HCL TR04 RW UD GE 01

40004330 Axkrusnas dapm. cybeTanums Cepus Ne: B538688
Canpo3 Cuntek Mnau Xemmaiaeneph

1.YOL, H-8 PARSEL

TUZLA ORGANIZE DERI SANAY]

BOELGESI

S/N

N/A

34956 TUZLA/ISTANBUL

Turkey
B538688

Crp: 2/4

B naHHOM A0KYMEHTE [MOCTaBJIEHA DJIEKTPOHHAs NOAMNMUCH B COOTBETCTBHH CO CTAH1APTOM Cannos




SANDOZ A Novartis Boimyie:
Division Camorac Dapma ['m6X

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen
lepmanung

Ten: +49 39205 420

Cesinka: 0906211611 NMUEH3Ns Ha NPOU3BOACTRO!
DE_ST_01_MIA_2019_0029

CEPTHOHUKAT COOTBETCTBHUSI

HanmeHoBaHHMe MaTepHaa: EXODERIL(DK30EPHIT) | % 15G CRM V3 RU

Toprosoe HauMeHoOBaHHE: DK30/1EPHII

Matepuan No: 44066192 Cepun Canpos: LE4683
3akayenne:

Hacrosiwinm noarsepskaaio, 4To BCe NPOM3BOACTBEHHbIE ITAMbI ITOI NAPTHI FOTOROI NPOAYKINH ObLTH MPOBE/1eHbI
B I10JIHOM COOTBETCTBHH ¢ Tpebosanuamn GMP 1 tpeGosanuam GMP EC n (korza ne 8 EC) ¢ tpeSopanuamu
Pery/iTOpHLIX OPraHOB CTPAHBI/CTPAH HA3HAUEHHS,

HamveHoBaH#ie Mpon3BoaMTENs aKTHBHOI (hapmaneBTHUecKoil cyOcTanimi: Cannos Cnntek Mnau Xemmanaenepu
Canan Be Tunxaper A.C.

[TpoaykT npomMapkupoBaH ¥ ynakoBaH B cooretcteuu ¢ HJ[ [TNO11273/01-270420

Jlekapersennas opma ykazannas B CoC/CoA 10/mKHA HHTEPIPETHPORATLCA KAK: KPEM /18 HApyKHOTO
NPUMEHEHHSA

Ynakoska: 15 r kpema B amomunneByio Ty0y. [To oxHol TyGe BMecTe ¢ uHCTpy Kiiei no npHMEHeHUIo B
KapTOHHYHO Nauky.

[Mpumeuanue: C LembI0 KOHTPOIA NEPBOTO BCKPBITHS C IBYX CTOPOH KAPTOHHOI NMatki 10Ny CKAETCA HANMHIHE
Npo3payHbIX HaK/IeekK.

MapkupoBska:

Ha nepeununoit ynakosie (TyGe) Ha pycCKOM fi3bIKe yKa3bIBAIOT: TOPrOROE HalMEHOBAHHE Npernapata ¢

MpeIy npeanTeNbHOH MapKUPOBKOii ®), MekAyHAPOHOE HENATEHTORAHHOE HANMEHOBAHUE, JIEKAPCTBEHHYIO GopMY.
J03WPOBKY, Maccy npenapata B Ty0e B rpaMMax, «KpeM U1 JieueHiia rpuika KoKy, «IIpoTHBOrPHOKORBOE,
NPOTHBOBOCMIATHTENBHOE, AHTHOAKTEPHATILHOE ACHCTBHER, COCTAB HA | I KPeMma ¢ yKa3zaHueM cosiepkanmsa
AeHCTBYHOLLErO BELIECTBA H OEH3NI0BOrO CMUPTA, YCAOBHA XpaHeHus. «[lociie BekpriTys TYGhI npenapar roaeH K
ynoTpedleHHIo B TeUeHHE 4 Hellellb.», HAMMEHOBAHHE, AIPEC H JIOrOTHI AepskaTe/s PerucTpauHoHHOro
VIOCTOBEpPeH s, HOMEp CepPHHM, 1aTy MPOU3BOACTBA, CPOK FOAHOCTH (FOAEH 10), BHYTPCHHHE KOAbl KOMMAHHH-
MPOU3BOAHTENA.

Ha BTOpH1HOIT yrakoske (KapTOHHOIT Mavuke) HA PYCCKOM S3bIKE YKA3bIBAKOT: TOPrOBOC HAMMEHOBAHUE MPENapara ¢
npeynpeanTensHOH MapKkHPOBKOit &), Me1y HapOTHOE HEMATEeHTOBAHHOE HAUMEHOBAHME, IEKAPCTBEHHYIO (hopMy,
LLO3HPOBKY, Maccy npernapara B Tyde B rpaMmax, (ppasbl «Kpem 11 JedcHis rpudka koxmy, «3 B 1», «1 paz s
NeHb», «TIPOTHBOrPUOKOBOE, MPOTHBOBOCHIAINTEILHOE, aHTHOAKTEpHAIbHOE JeficTRIE, « Tpedvercs KypcoBoe
NleueHue.», «Bcero oMK pas B IeHby». cOCTaR Ha | I KpeMa ¢ yKasaHHeM Coep:kaHHs AelicTBYIOIIEro BelecTna i
GCH3UI0BOrO CIIMPTA, YCAOBHA XPAHEHHA. MPeAypeanTe/bible Haanucey («Ilocne BCKpsITHA TYObI Ipenapat rojen
K yrnorpebiienuio B Teuenne 4 Heleb.» « XpaHUTb B HEAOCTYITHOM /Ut feTeil Mecte.», «[IpuMenaTs B
COOTBETCTBHH C HHCTPYKLIMEH. »), HOMEpP PerucTpaunoHHOI0 YA0CTOBEPEHHS, YCIIOBISA OTITVCKA. CHOCOD
NpUMEHEHHA, HAMMEHOBAHHE, aIPeC H JIOFOTHI IepkaTesist PerucTPallMOHHOIO V1I0CTOBEPEH NS, HAUMEHOBAHHE I
CTPaHY KOMMaHHH-NMPOU3BOANTENA, HOMEP CEPHH, AaTY NPON3BOACTBA, CPOK FOAHOCTH (TOAEH 10), LUTPHX-KO/I,
BHYTPEHHHME KOJbl KOMMaHUH-TIPOM3BOAUTESL.

JOTOTHUTENLHO BO3MOKHO HAHECEHHE HH(OPMALMH 715 MOHUTOPHHIA ABUKEHMS JICKAPCTBEHHBIX PENapaTos 0T
MPOH3BOAMTENA 10 KOHEYHOTO noTpedurens.

Xpanenue: [1pu Temnepatype ne Boiwe 30°C. ITocne BeKpbITHA TYObI XPaHHTh NMPH TEMIEpaType He Buite 25°C

Kommentapun:
B npouecce npon3BoacTBa MpoayKTa He ObLIO 3adHKCHPOBAHO Kawﬁ’/ﬂmo OTf:ﬂQ\emm KOTOPbIE MOTTH Obl
BITHATH HA BHIMYCK NPOAYKTa

NN
Crp: 3/4 B naHHOM J0KYMEHTE MoCTaRaeHa 3JIEKTPO a:( rgm,mm) B cooTneqc’m:m co ctanaaptom Canno3
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SANDOZ 5'::

Ccbinka: 0906211611

BeimyiueH:

Camorac ®apma [neX

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen

Fepmanus

Ten: +49 39205 420
JluueHana Ha NponasoaCcTBO:
DE_ST_01_MIA_2019_0029

CEPTU®HKAT COOTBETCTBUS

Haumenosanune matepnana: EXODERIL(DK3O/JEPHII) 1 % 15G CRM V3 RU
Toproeoe HaHMeHOBaHMHE: DK30JEPHI
Matepuan No: 44066192 Cepus Cannos: LE4683

Bumyck cepun / Ceprudukar cosnan

Brinyck cepun / lata ceprudpurara / Bpems
Jarta coznanns cepruukata / Bpema

Caduna Jlew, ynoiHoMOUYEHHOE THLO U PYKOBOAUTEIb
KOHTPOJiA KauecTBa

09.06.2021 / 14:11:00

09.06.2021 / 14:11:32

Crp: 4/4 B 1aHHOM 10KyMEHTE NMOCTaB/IEHA JIEKTPOHHAA MOAMNHCH B COOTBETCTBHM €O cranaapToM Canmo3




A Novartis
Division

SANDOZ

Cebinka: 000000350980

Boimymen:

Camorac Dapma ['voX

Site Osterweddingen, Lange Goehren 3

39171 Suelzetal OT Osterweddingen Mepmanus
Ten: +49 39205 420

JNnueHana Ha nponasoacTeO:
DE_ST_01_MIA_2019 0029

CEPTHOUKAT AHAJTM3A

HaumeHoBaHue maTepuana:

EXODERIL (3K30JEPH.T) 1% 15G CRM V3 RU

Toprosoe nanmenoBanue: IK301EPII

MaTtepuan Ne: 44066192 Cepust Canpos: LE4683
Bank MaTepuaa 1: 42030360 Cepnst Bank 1: LD0646
KouTtpoabHbriii jor Ne: 000408311577

JlaTa npousBoacTsa: 11.02.2021 Cpor roanoctu: 31.01.2024
Hanewatannas nata okonuauusn

CPOKA FOAHOCTH: 012024

HenbiTanus TpeGosanus Pesyabrarst
Omnucanne benblit, o1tHOpoaHbI win cerka CooTeercTRYeT

(opraHonenTH4eckuii)

3anax
(opraHonenTHueckHil)

pH
(MOTEHLHOMETPHUECKHIT)

Touka kanneodpazosaHus
(MeToaMKa GUpMBI)

MopnuuHOCTh HathTH(UHA (BDIKX)
[MomnuHHocTs Genszonosoro cnupra (IX)

KonuuecTsenHoe conepkanue Hadruduua

xnopuaa (BRKX)

KonnuectpenHoe
Henszunosoro cninpra (I'X)

[Moanuunoets nadTuduua (TCX)

[Mpumeck 502-82 (BKX)

Ipumecs Kopuunstit ansaerua (BIXKX)

coJepxkaHue

3€PHUCTBII OTHOPOAHBI,
Onectaulrii Kpem

Cnadeiii XapakTepHbIi 3anax CooTpercTryer

40-55 4.9

47.0 - 53.0°C 51,0°C
JomkHo cooTBeTCTBOBATH CooTBYTCTBYET
JomkHo cooTReTCTBORBATH CooTBeTcTBYET
9.5-10.5 mr/r 9.9 mr/r

9.5- 11,0 mr/r 10,0 mr/r

JloKHO COOTBETCTROBATD CooTeercTByeT

Huwxe

< 1.0 %

Humce

Crp: luz2

npesena
KOTHYCCTRCHHOTO OMPeae/1eH s

npejena
KOJAHUECTBEHHOTO ONPEICICHHS




SANDOZ A Novartis Brimywen:

Division Camorac apma ['vGX
Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen Mepmanns
Ten: +49 39205 420
JuueHsus Ha NPoM3BoACTBO:!
DE_ST_01_MIA_2019_0029

Ccobinka: 000000350980

CEPTHO®HKAT AHAJTH3A

HaumeHoBanne matepuana: EXODERIL (3K30JEPH.) 1% 153G CRM V3 RU

Marepuan No: 44066192 Cepun Cangos: LE4683
HenbiTanns Tpebosanus Pesyabrars

Eannnunas HenaeHTuuunpoBanHas | < 0.5 % Hike npenena

npumecs (B2XX) KOMMUECTBEHHOTO ONpeenenus
Cymma npumeceii (BIXKX) <2.0 % Huwe npenena

KOJIHYMCCTBEHHOTO ONPEIaCICHNS

Obuiee 4HCII0 apodbiX | < 107KOE/r < 10 KOE/r
mukpoopranuiMoB (Esp.®. 2.6.12)

Obulee  komuuecTBO  mpoxckesbix o | < 107'KOE/T <10 KOE/r
nnecHeBhIX rpudos (Esp.®. 2.6.12)

Pseudomonas aeruginosa OtcyrerBue/r OtcyTeTrue/T
(EBp.®.2.6.13)
Staphylococcus aureus OTtcyTeTBHe/ T OtrcyTeTBHe/T

(Epp.®. 2.6.13)

MuxkpoGuonornueckas unctora (Epp.®. | JlomkHO COOTBETCTBOBATE CooTBeTCTRYET
5.14)
Tectsl Mmarepuanos MapkHpoBKa 1 ynakoska CooTeercreyer

cootBeTcTYIOT HJL onupasics Ha
HCIoIb3yeMbie VTBEPAKJACHHBIE
MaKeThl BJ1aJebla
PETHCTPALIHOHHOTO VIOCTOBEPCHMA

[loaTBepKaeHue:

Cepus coOTBETCTBYET TPeGOBaHMSM TeCTOBOI MOHOrpadiy. HacToswmy noaTeepskiaem, 4To AaHHAs nHpopmalns
AOCTOBEPHA H BEPHA, AHATTH3 NIPOBOAKIICA B MOJHOM COOTBETCTBHM ¢ TpedosaHuaMM « GMPy.

Moareep:kaeno QC Cadnna Jlew, ynoimomodentoe J110 # PYKOBOAHTE1b KOHTPOIS
KayecTea

Monreepikaeno QC data/Bpems 09.06.2021 06:09:55

Beinyck cepun Cabuna [lew, ynoiHOMOYEHHOE THUO H PYKOBOIHTEMb KOHTPO.IR
Ka4yecTBa

Bumyck cepun / lata ceprudpuxarta / Bpems  09.06.2021 14:11:22

Mata cozpanns ceprudurara / Bpemn 09.06.2021 14:11:38 / ‘
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