!, NOVARTIS

CEPTU®UKAT AHATIU3A

Certificate of analyses

Hazpanue npenapara [PRODUCT NAME)

JlaTa NpOM3BO/ICTBA (MANUFACTURING DATE)

Homep maTepHuana
Toaen no (EXPIRY DATE)
Kon eTpaHbl COUNTRY CODE

HOMEP JUIsl CCbUIKH (VO REFERENCE NUMBER)

KO MPOJAYKTA (PRODUCT CODE)
HOMEP CEPUM (BATCH NUMBER)
4Ta BbINYCKA

XUMHUA

Teet

AL-37691 (D)
AL-37912 (D)
AL-5202 (D)
AL-5203 (D)
AL-5340 (D)
AL-3447 (D)

AL-585 (D)

JTioGas HenIeHTH(HHIMpPYEMas NpHMECh (1)
BeH3aKOHKHA XJIOPHI

Compound P (D)

JlekcaMeTasoH

Jlunarpus JaeTart

[lpumecs ¢ RRT 0.74 (I")

Hebpamuu (D)

ToOpamMuLH (BOXX)

OB1mee coaepAkaHie NpoayKTOR pacra/a (D+1Y)
Onucanue

LiseT

[MoanuuHOCTh GEH3ANKOHNA XT0PHAA TesrE
[ToAIMHHOCTD JEKCAMETA30Ha Tect A
[1oATMHHOCTD JIEKCAMETa30Ha (B2XX)
[MoIMHHOCTL AMHATPHA DeTaTa (B2KX)
[ToanHHHEOCTE TOOpaMHLIAHA (BOHKX)
[10UTMHHOCTE TOOpaMHLIHA (TCX)

pH

yacTHLbl D0see 25 MKM

PesyneTar

GCOODOO

98

100.3
101.6

100.6

0

CYCMEeH3Hs
benbliii
COOTBETCTBYET
CoOTBETCTBYET
COOTBETCTBYET
CoOTBETCTBYET
COOTBETCTBYET
CooTBeTCTBYET
5.6

0

HacTtosumm yﬂOCTOBEpH}O. YyTO JanHas MH(I)GDM&U.H?I MoUIHHHA H BEpHA.

Jlannas cepus cosnanal NPOH3IBE/ICHA, BRIIOUAA YIAKOBKY H KOHTPOIb, HA BBIL
perynTOPHOro Opraxa u creun(HKaLneH PErHETPALHOHHOTO yAOCTOBEPEHNA HMIOPTHPYIOLL
TpeboBaHNAM GMP. [laHHaa cepHa COOTBETCTBYET TpeGoBaHNAM CTAThH 51 EsponeiickoM NMaplamMeHTy 1 b %)

E. Verbruggen, noanuce

npOMIiBOFI.CTBeHHbIﬁ hapmauesT, aBTOPU30BAHHOE YNOTHOMO4E

15.02.2021

3420 RU

[eyMOMAHYTOM MECTE MPOHIBOACTRA B COOTB
eit cTpanbl. OBpaboTia, ynaK
pexruse CoBeTa 2001/83/EC

Novartis Technical Qperations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

TOBRADEX (TOBPAJIEKC) SM L<CIS

102020

EAMHHUIBI H3MEPEHHA
% OT 3aABJIEHHOTO
%, OT 3aABJICHHOIO
9, OT 3aABJIEHHOTO
% OT 3aAB/EHHOTO
% OT 3aABJICHHOTO
% OT 3aABJIEHHOIO
% OT 3aABJIEHHOTO
% OT 32ABJICHHOTO
% OT 3aABJICHHOTO

% OT 3aABJICHHOIO

%, OT 3a8BJIEHHOrO
9% OT 3a8BJAEHHOIO
% OT 3aABJICHHOTO
9% OT 3aABJCHHOTIO
%, OT 3asBJIEHHOIO

% OT 3aABJICHHOTO

YacTHlsl

HHOE NULo

Kuyantsev
a Natalya

Tpebosanue

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

He Gonee 0.2 %

90 - 110% ot 3a48B/1.

He 6onee 0.2 %

95 - 105% ot 3a4B.1.
90 - 110% ot 3asB1.
He 6onee 0.2 %

He Gonee 1.2 %
95-106% oT 3aaBl.
He Gonee 1.0 %
CYCMEH3HA

Or Genoro 10 MO4TH Genoro

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
CoOTBETCTBYET
CooTBeTCTBYET
5.0-6.0

He Gonee 20 wactuil - fonee 25
MKM

etcTeuM ¢ npasunami GMP nokansHOTO
OBKA H AHAIH3 CEPHH COOTBETCTBYIOT

1/2

Digitally signed by Kuyantseva
Natalya

DN: de=com, de=novartis,
ou=peaple, 0u=T0,
serialNumber=2048528,
cn=Kuyantseva Natalya

Reason: Nepeaci NposepUn W
sanepwn

Date: 2021.02.25 17:18:06 +0300




Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

!, NOVARTIS

Telephone +32 3 890 27 11
Fax +32 3 89027 17

CEPTUOUKAT AHAITU3A
Certificate of analyses

Ha3panue npenapara (PRODUCT NAME)

Tara npoussoncrea (MANUFACTURING DATE) 102020

Homep maTepHana 742230

Tonen no (EXPIRY DATE) 09 2022

Kox crpanst (COUNTRY CODE) RU

HOMEP JUIs1 CCBLIIKH (VO REFERENCE NUMBER) 202165553

KOO MPOIAYKTA (PRODUCT CODE) 603420

HOMEP CEPUM (BATCH NUMBER) 20J25AA

[aTa BbINYCKA 15.02.2021
XHUMHAA
yacTHLel Gonee 50 MEM 0 YacTuLb! He Gonee 2 uactui - Gonee 30

MKM

yacTHLbl fonee 90 MKM 0 YacTHLb! 0 wacTni Gonee 90 MKM
PecycnenupoBanye 5 CexyH/Ibl He Gosiee 15 cexyHn
OcMOITBHOCTD 302 mMOceMm/Kr 280-320 mOcm/kr
BA3KOCTE 12 mlla.c He Gonee 15 mllac
MHKPOEHUOJIOI M
Tect Pesynerar EAMHUIBI H3MEPEHHA Tpebosanne
CTepuibHOCTD CooTBeTcTBYET COOTBETCTBYET
JIOKYMEHTAH]:HHH KOHTPOJIb
OGbeM COACPAMMOro YIakoBKH 5012 M1

HacTosumM yIOCTOBEPAID, UTO AaHHAA HHGOPMALIMA TOLTHHHA W BEPHA

Jlakias cepus co3nana/ NPOHIBEACHA, BIIOUAR YIAKOBKY 1 KOHTPOTb, HA BHILEYTIOMAHYTOM MECTE NPOI3BOACTEA B COOTBET!
PeryJATOPHOTO OpraHa u cneumdukauneii pruCTPALMOHHOTO Y10CTOBEPEHILA HMIOPTHPY

tpeGosanmnam GMP. [lannan cepus COOTBETCTBYET TPeOOBAHNAM CTATBH 51 EsponeiickoM

E. Verbruggen, noan1ce

TOBRADEX (TOBPAJIEKC) SML<CIS

Mpon3BOACTBEHHBIN (hapMaLIEBT, aBTOPM30BAHHOE YMNONHOMOYEHHOE UL

15.02.2021 3420 RU

creun ¢ npasuaamn GMP nokanbHOTO
roteil ctpansr. OfpaboTka. ViIAKOBKA W aHal
napIaMeHTy H AMPEKTHBE Cosera 2001/83/EC

H3 cepuH COOTBETCTBYIOT

2/




Novartis Technical Operations
sa Alcon-Couvreur nv

i‘ N OV A R T I S Rijksweg 14, 2670 Puurs, Belgium

Telephone +32 3 890 27 1
Fax +32 3 89027 17

CEPTUGUKAT CEPUU

1. HaumeHoOBaHue Tobpanexc ® kamiy rnasHble

Kon 742230

2. CtpaHa NnocTaBKW Poccwua
3. [eWcTBYylOllEE BElWECTBO [lekcameTasoH 1 mr/Mn
ToBpamuuus 3.0 Mr/mn
4. TNexapcTBeHHas opma Kannw rnasHble
5. YnaxkoBka 5 M1 BO pnakoHe-kanenoHuUe «DropTainer»
6. Cepwus 20J25AA
7. DOata npou3BOACTBa 25.10.2020
8. KonuuectBo 167780 yn.
9. MMpoussopuTesnb [ekcameTasoH: CaHodu LLiumun (dparums)

TobpamuLnH: dapMaLieBTU4EeCckuii 3aB0A Tesa MpaitBaT
(papMaLieBTUUECKOW CYyBCTaHLUN
Ko.ltg ( Benrpus)
10. JaTta npon3BoACTBa Cwm cepTudukaT aHanusa

11. CpOoK rogHOCTH C™m cepTudukaT aHanusa

12. HaumeHoBaHWe NPOU3IBOAUTENA Ankon-Kyspep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium

BKITHOYAA BbIMYCKAOWMA (Benbrus)
KOHTpOIb KayecTBa Paspeluerve: 176
13. GMP cepTtucukaT BE/GMP/2018/132
14. Pe3ynbTaT aHanuia Cwm cepTudukat aHanusa
15. NpumeyaHua HJI: 11 N016323/02-230710 u3m. 1-5

PY: TIN016323/02
YnakoBKa U MapKupoBKa COOTBETCTBYET Tekywemy HA

BbINYU UCNONb30BaHbI cneaytowmne - Ynakoeka nependHas 41486/3
MmaTtepuansl - MHcTpyKuma 45513/7
- Ynakoska BTOpudHas 47487/3

HacTtosmuM yA0CTOBEPSAIO, UTO JaHHas uH(opMaLHs NOLTHHHA H BEPHA.

JlaHnas cepus cosjlana/ IPOU3BEIEHa, BRIIOAR YNaKOBKY H KOHTPO/IE, Ha BBILIEYIIOMSHYTOM MECTE POH3BOACTBA B
COOTBETCTRIM C npaBuiamMi GMP JI0KaibHOTO PErYIATOPHOTO oprana 1 cricLuKaLyei perncTPaLHOHHOro YJI0CTOBEPCHHS
MMITOPTHPYIOWIEH CTPaHbL. O6pafoTka, YIAKOBKA 1 aHalIH3 CCPHH COOTBETCTBYIOT TPeOOBAHUAM GMP. Jlannas cepus
cooTBETCTBYET TpeOOBAHMAM CTATHH 51 EpponeiickoM napiaMeHTy H AHPEKTHEE Cosera 2001/83/EC

E. Verbruggen, nognuce

ﬂpOM3BOﬂ,CTBeHHb|l:‘I d)apmau.ea‘r. aBTOpPW30OBaHHOE ynonnomoquHoe nnyo

15.02.2021




000 «McnpiTareJJbHBLIH IEHTP JIeKapPCTBeHHBIX CPEACTB «BHOTEXHOJIOTH»
JOpunuueckuit anpec: 115404, Mockea r, PaauanbHad 6-51 ya1, nom Ne 24, ctpoenne 14
Anpec WL1:142700, MockoBckas o6nacTh, r. BraHoe, wocce beokaMerHoe, y4. 8- muHua, 1oM Ne 10A
Atrectar Akkpeantaimu Ne RA.RU.210MO04,
Juuensus Ne 77.99.18.001.71.000132.08.07 na ocyimecTBNeHHE NEATENLHOCTH B 00/1aCTH HeMoBb30BaHusA Bo3Oy-

auTeneil MHpeKUHoHHBIX 3a00/1eBaHUI YeIOBeKa H sueoTHeIx [T 1 IY crenenu NoTeHLHa 1LHOH ONacHOCTH,
Ten./paxc: 8(495)979-23-36, e-mail: info@biotechnologia.ru

«01» mapta 2021 .
JTPOTOKOJI HCITBITAHHH Ne T21-01468

KonuuyecTBo CTpaHuLl 2 [ cTpanuua |

QOBEKT MCcTbITAaHHH

| gium

KonuuecTBo, COCTOAHHE U YHH-
Ka/1bHbli MIEHTUDUKALMOHHbIA

3y
o6pasuibl Ge3 MOBPEKAEHHA YNAKOBKH;

! nuuHocTh, OcMONSNLHOCTb, POACTBEHHBIE TPHMECH, KonnyecTBeHHOE
onpeaenenue), 2 (THTYIbHbIR JUCT, Mapxkuposka), 3 (Cneundurauns,
[Mpumeuanns, Onucanue, Pasmep HacTul, pH, BsskocTs, Bpems pecyc-

HopmarHBHbIH OKYMEHT, yCTa-
HABNMBAIOLLKH TpeboBaHus K 00b-
eKTYy ¥ YCIIOBUAM NPOBECHHA HC-
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MbeITaHUA i TIEHAHPOBAHHA, CeMMEHTALMOHHAS YCTOMYHBOCTD, OcMONATBHOCTE,
' OOBbEeM COAEPIKUMOrO YITAKOBKH, CrepunbHOCTE), 4, 5 (MapkH1poBKa)
Ne Onpenensemas HanmenoBatue nokasarens, Tpedo- Peay/ibTaTh! HCTIBITAHUHA JTlokyMeHT(bt), ycTa-
XapaKTepHCTHKA BaHMHA ¥ HOPMbI B COOTBETCTBHH € HaBnMBalouKii(e) npa-
HOPMATHBHBIM JOKYMCHTOM BUJIA ¥ METO/IbI HCIThI-
TaHHAS
1 VnakoBka YnakoBka CooTBeTcTBYET T N016323/02-230710,
Mo 5 mn po (uakou-kanenshnuy | ITo 5w o akon-kanensuuue | Haw. Ne ol-5
«Droptainer™y M3 NOJIHITHNCHA «Droptainer™y» 13 NOJMITH-
HH3KOM MAOTHOCTH. NeHa HW3KOH MIOTHOCTH.
Ilo 1 (nakony ¢ MHCTpykumed o | 1 $nakoH © MHCTPYKUMEH 1O
TNIPHMEHCHKIO B KAPTOHHYIO Mauky NPUMEHEHHIO B KapTOHHOH
nauke. Kaprounas navka MMCeT
KOHTPONb MEPBHYHOIC BCKPBI-
THA.
2 MapkupoBka MapkupoBka CooTBeTCTBYCT T1 N016323/02-230710,
Ha srukerke dnakona na pycckom | Ha sTukeTke dnakona Ha pyc- | Ham. NeNel-5
A3pIKe: TOPrOBOE HAMMEHOBANWE | CKOM A3bIKC: TOPronoe HamMe:
npenapara ¢ NPEAYNPEAMTEAbHOM | HOBauWe npenapard ¢ npeay-
mapkupoBkoi ®, HauMcHOBaNKS ak- nNpeHTEnLHOM MaPKHPOBKOH ®,
THBHBIX BCIIECTB, JIGKAPCTBEHHAS | HAMMEHOBAHHA AKTMBHBLIX BC-
Qopma, obbeM mpenapara Bo (ia- | LLECTB, nexapcracHias (hopma,
KOHE, HAMMEHOBAMME M CTPaHa KoM- | 00BEM npenapara BO (pnakone,
NAHWH-IPOHIBOAMTENS,  JIOTOTAIT | HAWMEHOBAHHE H CTpand KoMna-
KOMMaHMU-1EPKATCNS PETHCTPAUH- | HHH-NPOM3BOAKTENS, JOTOTHN
OHHOPO YJOCTOBEPHMA HA GHCMMH- | KOMMAHMH-IepiaTens  peru-
CKOM #3bLIKC, npenynpe,uwrcm.ubtc CT]JElIJ,HGHHOTO y,HOCTOBCpHHﬂ
nannucH: «XpaHMTL B HEAOCTYN- | HA AHFIMACKOM A3LIKC, MPEeAy-
oM ANd ZeTei MecTey, «Mcnonbio- | NPeAUTENbHLIC HAINHCH: «Xpa-
parh B TEHeHHWe 4 HeAens Nocac | HWTb B HCAOCTYMHOM 14 aereit
BCKpBITHA (IAKOHA», (CTCPHNBHO», | ME-CTED, «Hcnonp3oparsk B Te-
YCNOBHSA XPAHEHHA, 1aTa NPOU3BOL- | HCHHE 4 pezens Nocne BCKPLI-
CTBA, HOMEp CEPHH, AaTa OKOHYaHHs | THA (rakoHay, «CTEPHIBHON,
CpoKa FOZHOCTH, HOMEP PEruCTpa- | yCHOBHA XpAHEHitd, IiaTa npoms-
UMOHHOro yzocTosepeuws. Jomnyc- | BOACTBA («ITpon3B..»), HOMECp
KaeTcs HaHecenue pHyTpeniux ko- | cepun  («Cepus Noww), nara
J0B KOMINaHHH oKoH4YyaHug  Cpoka roaHOCTH
Ha kapTOHHOH mayke Ha pyccrom («Comen n0:»), HOMEp peru-
A3LIKE, TOProBOC¢ HAWMCHOBAHHME CTPaUMOHHOrQ YAOCTOBEPEHAS.
npenapara_c¢ npeAynpeauTenLHOH BuyTpeHHHE KOALI KOMMaHHH
[Tpumeuanue:

IlauHbli NPOTOKO/ HCMLITAHHUIT KACAETCA TONLKO 00Pa3LOB, MOABEPrHYTLIX ITHM HCIbITAHUAM.
JanpelaeTcs YaCTHYHOE WK MOJHOE KOMMPOBAHHE H nepeneyarka npoTokona vcnbiTanni 6e3 paspewenua HIL,




MPOTOKOJ UCTILITAHHUM NeT21-01468 ot «01» mapta 2021 .. Crpanuua 2 u3 2

mapkuposkoii ®, HaumeHosanue ak- | Ha kapToHHoH naike Ha pyc-
THBHBIX BELWECTB, JICKAPCTBEHHAd | CKOM A3BIKE: TOProBOE HAHUME-
(opma, oObeM npenapara Bo (pa- | HOBaHWE Mpenapara ¢ npeay-
KOHE, COCTan ¢ yKa3aHWeM aKTHB- | MpEeaMTENbHOH Mapkuposkod ®,
HBIX BCLUICCTB M BCNIOMOIraTe/IbHBIX HaHWMCHOBAHHE AKTHMBHBIX BC-
BEILICCTB W MX KOJH4ECTB B | MJ, | LiECTB, nekapcTsennas (opma,
HAUMEHOBaHWe U CTpaHa lopuuYe- | obbeM rnpenapata Bo (hrakoe,
CKOTQ JIHUE, Ha UMS KOTOPOrO Bbl- | COCTaB C YKa3aHHEM AKTHBHBIX
JIAHO PErHCTPALMOHHOE YAOCTOBE- | BEWIECTB W BCMOMOrATEBILIX
peHHe, HaWMCHOBAHHUE MW CTpaHa BCLUECTB H MX KOJIHYECTB B 1 MJ,
KOMMAHWU-TIPOH3BOLMTENA, JIOr0- | HAHMEHOBAHWE H CTpaHa I0pH-
THIT KOMNaHWM-JEpXKATENs PerH- | ZMYECKOro JMUA, Ha UMS KOTO-
CTPAMOHHOTO YAOCTOBEPEHHA Ha | POro BLIAAHO PErMCTPALMOHHOS
AHTTHHCKOM A3LIKC, MpCoynpeiH- YAOCTOBEPEHHE, HAHMCHOBAHHE
TENbHLIE HAANHCH: «Xpa;-mn B HE- M CTpaHa KOMIIAHHW-NTPOH3BO-
JOCTYMHOM 1A AeTei Mecten, «Mc- | AHTENns, NOrOTHA  KOMINAHHH-
NOMBL30BATL B TEYCHHE 4 HEAEND M0~ | Aep:KaTend pPerucTpauuolHOro
cne BekpwiTHA (nakonar, «llepen | yaocTosepenus Ha aHrIHiCKOM
NpMMEHEHUEM (JIAKOH  BCTPSXM- | A3bike,  NPEAYNpelHTelbHbLIE
BATLY, «CTepHibHO», «Cnocod npu- | naanuen: «XpauuTs B Helo-
MEHEHMA: CM. HHCTPYKLHIO MO TPH- CTYNMHOM A AeTeH MECTEN,
MCHCHHIO», YCNOBHUA  XpaHCHHA, «HWcnonp3osars B TeueHue 4
YCNOBHS OTIIYCKA, HOMED PErucTpa- | HEACNb TOCNE BCKPLITHA (hna-
LOHOHHOTO YNOCTOBCPEHHA, IITPHX~ KOHay», «Hcpen TNPHUMCHCHHEM
KOJ, Aara NpoH3BoACTBa, HOMED Ce- Qmakou BCTPAXHUBATEY), «CTC=
PHH, 0aTa OKOHYAHHWA CPOKA roflHO- | PHIIBHOY, «Criocof npuMeHe-
cri. JIomyckaeTcs HAaHECCHHME BHYT- | HHA: CM. HHCTPYKLMIO N0 MpH-
peunux konos kommanuu, GTIN MEHEHMION, YCAOBHA XpaHCHHS,
JLONoNHUTENLHO MOTYT OBITH HaHe- | YClOBMA OTIYCKa, HOMEP peru-
CeHBI CPeACTBa HACHTU(MKALMK /I | CTPALHOHHOIO YNOCTOBEPEHHS,
MOHHTOpHUHTA JABHXCHHA  JICKap- U.IHJHX“KO,H., AaTa NpoU3BOACTBA
cTBeHHLIX mpenapatos ans meau- | («[Ipomas.:»), HoMep cepHu
LMHCKOTO npuMeHeHns oT npon3so- | («Cepua Neww), naTa OKOHYaHHS
JuTens Jo koHneyHoro norpeburens. | cpoka roxuocty («Ioxen 10:).
BHyTpeHHHE KOALI KOMMAHH,
GTIN.

JOnonHUTENLHO HAHECEHDI
cpeacTBa MACHTH(MKALUHH ANs
MOHHWTOPHHIA ABHIKCHHKA JICKap-
CTBEHHLIX TpEnapaToB A Me-
JUUHHCKOrO TMPHUMEHEHHA OT
[IPOH3BOJHUTENA [0 KOHEUHOro
norpeburens.

Xpauenue Ilpu temnepatrype or 8 | Xpaucuue. Ilpu Temneparype
1o 27 °C B BepTukansHoM ronoske- | oT 8 o 27 °C B BEpTHKANLHOM
HHH. MOJNOWEHHH.

Cpok rogHoct 2 roaa 2 rona (Tozen go 09.2022)

3asenyiownit Otaenom npueMa Yecuoxosa E. K.
06pa3ioB ¥ OOPMIEHHS pe3yib-

TATOB HCMBITAHUI

Pyxosoaurens UL Cumonosa T. T.

\
N
Lo 3 oo/
I3 v B
T, D XY
ek T

Odopmun eenywuit naxenep Kouerosa T. C.
Tenedon: +7(495) 971-28-42, nob. 119, e-mail: t.kochetova@biotechnologia.ru

[pumeuanne:
JlaHHbI MPOTOKON UCTIBITAHKMIA KacaeTcs TONbKO 06pa3LoB, MOABEPTHYTHIX ITUM UCIBITAHHAM.
3anpelwaeTcs YacTHYHOE WM NOJIHOE KOMHPOBAHKE | MepeneyaTka NpoToKo/a HenbiTauui 63 paspewenua UL
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non'raepmneune COOTBETCTEUA BBO3UMOTO ﬂeKapCTBEHHOTo npenapara Tp@ﬁOBaHHﬂM,
YCTaHOBMNEHHbIM NPU ero rocyAapcTBEeHHOW perucTpaumuu

WUneHTrdMKaLMOHHBIA Homep Tosapa GTIN

Toprosoe HauMeHoBaHWe

MexayHapoaHoe HenaTeHToBaHHOE HalBaHue

(MHH)
NexapcTeeHHan opma

JoaupoBKa

®opma Bbinycka

Homep cepuu (napTim)

O6nem cepum (naptuu)

Hara nponasoncTea

Fopexr po

Homep v para perucTpauuoHHoro
YAOCTOBEPEHNA
Homep HOpMaTMBHOW AOKYMEHTaLMK

HaumeHoBaHue paepxartens
perucTpauMoHHOro yaoctosepeHnsa
Anpec MeCTOHaXoXAeHUA aepxaTens
pervcTpallUOHHOTO YAOCTOBEPEHUA
HammeHoBaHWe W aApPec NPOM3BOAUTENR
(c yxasaHmem cTaMii NpOM3BOACTBA)

KommeHTapuun

20J25AA-IM-03032021

07613421035723

Tobpanexc®
DNekcamerason+TobpamuLnH

Kannu rnasxHbie

5 mn - chnakoH-kanenbHULb! "DropTainer ™" - nauk1 KapTOHHEIe

20J25AA

167780 yn.

25,10.2020
09.2022

M N016323/02 ot 15,03.2010

M N016323/02-230710 nam. 1-5

HosapTuc ®apma Al Wseiuapus
Lichtstrasse 35, 4056 Basel, Switzerland

Bce cTaavi, BKIOYEn BLINYCKALWMA KOHTPONb kadecTaa: Ankor-Kyepep H.B.C.A.
Benbrus (Rijksweg 14, 2870, Puurs, Belgium)

He npumeHumo

B cooTeeTcraum ¢ TpeGoBaHuAMy denepansHoro 3akoHa ot 28.11.2018 N 448-03 "O BHECEHUU UMEHEHWA B OTAENbHBIE SAKOHOAETENLHLIG
akThl Poceuiickoin Deaepali No BONPOCY BBOAA B rPaxAaHckui 0BopoT NekapcTBEeHHbLIX NPenapaTos ANA MeAULIMHCKOrO npuMeHeHus", a
TAKKE MPUHAMAA BO BHWMaHWe noctaHosnexwe [lpaBuTenscTea Poccuiickon Pefepauny ot 26.11.2019 N 1510 "O noprake Beoaa 8
rpaxaaHckuil 0BOpOT NeKapCTBRHHBIX NpenapaTos AnA MeAULMHCKOTO NPUMEHEHHWA"

HKeroanucasLuKitca npeactasutens OO0 "Hoeaptuc Gapma”, YNONHOMOYEHHbIA MHOCTPaHHLIM Npou3BoauTeneM NeKapCTBEHHbIX CPEACTB,
NOATEEPXKAAST COOTBETCTBME BLILEYKA3AHHOA CEpUW NeKapCTBEHHOTO rnpenapata Ana MEAMUMHCKOrO NPUMEHEHUA TeGoBaHURM,
YCTEHOBN@HHbLIM NPM 8o rocyapCTBEeHHON PErucTpaLi Ha TeppuTopUu Poccuitckoin Pegepauuu.

YnonHoMO4YeHHbIA NpeacTasTent
000 "HopapTuc Papma”
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Lemuposa E.A. (P 03.03.2021
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