3akntoueHue (nogreepmaeHue)

O COOTBETCTBMM CEPUM UM NAPTUM NEKAPCTBEHHOTO Npenaparta TpeboBaHuaAMm,
YCTaHOBNEHHbLIM NPU 8ro rocyAapcTeeHHOM perucTpaLuu
Ne 21A47/76_03.2021 o7 09.11.2021

000 «/IEO dapmacbioTukan lpPoAaKTC» NPUHATO PELeHMe O COOTBETCTBME CAeAyIOWEN napTuu
/IeKapCTBEHHOTO Npenapat TpefoBaHUAM, YCTaHOBIEHHbLIM NPY €ro rocyAapCTBEHHOW pervcTpaumu:

Toprosoe HauMmeHoBaHue Nokoua Kpeno®

MexAyHapoAHOe HENaTEHTOBAHHOE HAUMEHOBaHUE TMAPOKOPTHUIOH

(rpynnuUpOBOYHOE MK XUMUYECKOR) '

JlekapcreeHHan popma IMYNBCUR ONA HAPYIKHOrO NPUMEHEHWA

Jo3uposKa 0.1%

®opma BbinycKa 3IMYALCUA ANA HAPYMHOrO NPUMEHEHUA,
0.1% (pnaroH) 30 r x 1 (nauka
KapTOHHaRA)

Homep cepuu (napTuu) 21A47/76

06vem cepuu (naprTum) 14 640

[lara sbinycka 03.2021

FopeH po 02.2023

HaumeHoBaHue 1 afpec NPonU3BoAUTENA Bce cTagny NPOM3BOACTBA, BKAOYARA

(c ykasaHuem craguit npousBoACTBa) BbINYCKAOWMI KOHTPO/b KayecTsa:

Temmnep Wranua C.p /1, Utanua /
Temmler Italia S.r.L., Italy
Via delle Industrie 2, 20061 Carugate

(M), Italy

Homep v gaTta perucTpauuOHHOro yaocToBepeHun NN-000380 ot 25.02.2011 (paTa 3ameHbl
01.06.2017)

Homep HOpMaTUBHOW 4OKYMEHTALUK 21N 000380-250211

Msm Nel1-25.02.2011
M3am Ne2-18.11.2011
M3m Ne3-04,12.2013
Y3m Ne4-07.11.2016
Mam Ne5-31.07.2017

Mam Ne6-16.01.2020
HavmeHoBaHWE W agpec gepmarenn perucrpaumonHoro | JIEO dapma A/C, faHus
yAocTosepeHua LEQ Pharma A/S

Industriparken 55, DK-2750 Ballerup,

Denmark

MeHeaKep No KayecTsy KanuHuHa T.A,
(aoArkHoCTL) (@10}

Mo posepeHHocT N 06/2021 ot 04.02.2021




«Temmnep Hranua C.p.J1.» (Temmler ltalia S.r.L.), Bua nens Mroyerpu 2, 20061

Kapyrare (Munax). Hranus (Via delle Industrie 2 20061 Carugate (M) Italy)

. aeno a

Haspanue npenapara : JJOKOMJI KPEJIO, sMynbcus 1is HapysKHOTO NPUMEHEHHS
0,1%30r

Homep SAP : 053936

HMeiicTryouiee BeniecTso » PunpokopTuson GyTupar

CTpaHbl IpUCYTCTBUA Ha : Poccuiickan Qenepaius

pBIHKE

Hopmarusnan noxymentanus 1M 000380-250211
Ham #1-250211
Wam #2-181111
Wam #3-041213

Wam #4-071116

Wam #5-310717

Wam #6-160120
Homep cepuu : 21C47/76
Jdara npoussoxcrea 1 03-2021

Hactosuwnm 5 noaTBepiar, YTo Boe ITallkl NPOM3BOACTBA AAHHOH CEPHU TOTOBOTO Npenapata Ghui
NpPOBEACHE! B MONMHOM COOTBETCTBHH ¢ TpeboBanusmu EC orHocuTensHo GMP (Haasiexate npakTHKH

Ob6bem cepun 14 640
Togen no 1 02-2023

NPOH3BOACTBA) M ¢ TpeGoBannAMHU PEerUCTPALMOHHOTO YAOCTOBEPEHH(~ 1) CTPaHBI/CTPaH HA3HAYEHHS,

Cepus coorsercTByeT TpeGoBaHHAM CrieLMMHKALIMH 11 GbLIa BHITYIIEHA YIOMHOMOYEHHBIM JTHLOM ATA

NPOAAKH

«Temmaep Hranua C.p.n» (Temmler Italia S.r.L,)

Bua aeas Humycrpu 2,
20061 Kapyrare (Munax)

Ten,: +39 02 9250 34]
Daxc: + 39 02 9250 3422
info, it - 3

W thd

Homep B peecTpe 3kOHOMHYECKOH H
AIMHHUCTPATHBHOA HHQOPMALIMH 10 NPCANPHATHAM:
MI-1814493

Mapko ®ansionep

F'enepanbHeii AupexTop

Howmep nnatensiunka HIIC 8 peectpe npeanpuatuit
Munana: 05348880963

YoraBusii kanuTan
5510 000 espo

TloapepraeTea HaBAOACHHIO H
KOOPAWHALUMH CO CTOPOHBI KOMTIAHHH
«Temmnep Capma [MEX»

Y NOJIHOMOYEHHOE THLO: (MMA, JaTa H HOINHCh)

«TEMMIIEP UTAJIUA C.p.JL»
I-p Maccumo Kpunmna
Y1onHOMOYEHHOE AHLIO
<nodnucaro> 15/04/2021

UneHs! rpynbl KOMIaHHHE « A€HOBa»

«K.JLM.» — «Iparesodapm» — «3BII» — «Xaynr dapman — «Corce Karcy — «CauceKoy — «Temmnepn. -

L R




«Temmaep Hranna C.p.JL.» (Temmier
Italia S.r.L.) Bua pear Hugyctpu 2,
20061 Kapyrate (MunaH)

Ten.: +39 02 925034,1

dakc: + 39 02 925034.228

Hassanwue npenapara

Koa npomykunu —
Ha3BaHKE NIPOLYKUHK

Ceprudukar aHaau3a

JIOKOHK/JL KPEJIO, aMynbeHs A8t HAPYHCHOIO IPUMEHEHHH
0,1%30r

053936 - JOKOUI KPEJIO, aMynscHs D18 HApyKHOTO
npumeHerua 0,1% 30

L aeno a

[Jata npouseoacrsa:
09.03.2021
Fonen no: 02-2023

Homep cepun 21C47/76 CocrosHue:
COOTBETCTBYET

OGsem cepunt 14 640

Hopmarususie nokymentst  JIIT 000380-250211, Ham 1,2, 3,4, 5,6

[Mokasarens: Creunduxanmns Pesymbrar Enuxuupl

M3MEPEHNS

Onucanue _

Onucaune Benas wnu noyury Genas My IbCHA Tlouru Genas aMynbeus | -

3uauenne pH

3nayenue pH >=3 8<=4.4 4.1 -

HoaanHuocT

Iuapokopruzon-17-Gytupar ToarsepxaeHue BpeMEH Bpemena yaepxusaina | -
YIEpPKUBAHUS TOATBEPKIEHE]

[ponuanaparuapokcubersoar [oaTeepiyieline BpeMeH BpeMeHa yaepwusanus | -
YACpHKMBAHHUS [OATBEPKACHBI

Byrunnaparunpokcubenzoar TloaTBepHACHHE BpEMEH Bpemena yaepxuparua | -
YACPKUBAHUS TOATBEPKAEHD!

ByTHATHAPOKCUTOITY Ol [MoateepxneHue BpeMeH Bpemena yaepxusaHng | -
yIEPKHBAHHUS TIOATBEPKAEHE!

BsiakocTh

Bsa3kocTs >=200<= 1500 1019 mlla*c

Pazmep yacTuy

> 10 mMxm <=10 0 YACTHLL

> 50 MM <=5 0 HACTHL,

KosinuecTBeHHOE Coaepmanme ' : '

Tuapoxopruon-17-6ytupar <=1,055 >=0.90 0.997 MrT

I'nupoxoprrzon-17-6ytupar >=90 <= 105.5 99.2 %

TTponunnaparsapokcufexszoar >=2.7<=33 2.9 Mr/T

IMponunnaparuapoxcubensoar >=90 <= 110 98 %

bytunnaparuapoxkcubeHsoar >=1.35 <=1.65 1.47 mr/r

ByTuanaparuapokcHbeH3oar >=00 <= 110 98 %

TunpoxopTuioH-21-Gytupar <=0.08 0.00 MI/r

"napokoptHson-2 1-6yTupar <=8 0 %

Jlio6as HeuneHTHGHUUHPOBAHHAS <=0.5 0.0 %

NpPHMECh

CymMa npuMeceit <=8.5 0.0 %

ByTHATHIPOKCHTOTYON >=().02 0.19 Mr/r

Macca COAepPHKHUMOro YNaKOBKH

Cpenss Macca CoepKHMOTO >=28.5 30.8 r

YIAKOBKH

MuHUMATEHAS MACCa CONEPHUMOTD >27.75 29.88 r

YI2KOBKH

Mukpobuosornyeckasn yHcToTa

O6uiee 4kcao aIpoBHBIX <200 <10 Koe/r

| muxpoopraiusmos (TAMC)

MukpobHoaoruyeckan YHCTOTa

Obulee HUCIO IPOKIKEBBIX H <20 <10 koe/r

nnecuesbix rpubkos (TYMC)

Staphylococcus aureus

Staphylococcus aureus OrcyrcrBue D

MukpobHosoruyeckas 4HcToTa

Pseudomonas aeruginosa i

Pseudomonas aeruginosa OTcyTCTRHE 0

KoHTpO/b YNakoBKH piiE

KoHTpons ynakoBkH Coorsercraue Coorsererayer 7 £

Jlata nevaru: 14 anpens 2021 roga




«Temmnep Hranna C.p.JLy (Temmler
lialia S.r.L.) Bua neas Munyerpy 2,

20061 Kapyrate (Munan)
Ten.: +39 02 925034.1 Cep THQHKAT SHANHIA

Daxc: + 39 02 925034.228 -
Hassauue npenapara JIOKOH]] KPEJIO, amynscus a8 HAPYKHOIO NpuMeHeHus  Jlata npoussoacTsa;

aeno: a

0,1%30r 09.03,2021
Koz nponyxums ~ 053936 - IOKOW/T KPEJIO, 3MYNLCHA A8 HAPYXKHOTO Tomen no: 02-2023
HA3BAHHE NPOIYKIHH npuMencaus 0,1% 30 r
Homep cepuu 21C47/76 Cocrosnue:
COOTBETCTBYET
Obsem cepun 14640

Pykosoawnrens otaena KOHTPOAA Ka4ecTsa

<Ulramm: « TEMMJIEP UTAJIUA C.p.J1.»
H-p ®abuo Kuambpoue

Pyxosonutens otnena koutpons kauecrsa u
3AMECTHTEb YNIOTHOMOYEHHOT0 /LA
<nodnucano> 14,04.2021 roaa

«Temmaep Hranua C.p.JT.»
(Temmler ltalia S.r.L.)




Bra nens MHaycrpu 2,
20061 Kapyrare (Muian) ;
Ten.: +39 02 925034.1
Daxc: + 39 02 925034.228

aeno a

5

Cepruduxar anajauza

JIOKOHU [ KPEJIO, un-6ank kpucran Hara npoussoncrea; 09-03-2021

Cocrosnue: COOTBETCTBYET

Ha3zeanne nponykumu:

Kon mMarepHana — HassaHue
MaTepHana:

700000 ~ JIOKOKW KPEJIO, nu-6ank kpucran

Howmep cepuu: 21C47/72

O6nem cepuu: 1000 kr
IMokazarens: Crnemuduxanns Pesynbtar Ennnnim

H3MEPEHMA

Onuecanue
Onucanue [Moutu Genag My nbCHs Coorsercrayer -
pH
pH >=38<=44 4.1 -
ToanHHHOCTL

| TuapokopTH3oH-17-6yTupar [lonoxuTENLHO [lonoxutensHo -
IponunnaparnapokcubeHzoar INonoxwurensuo Tonoxwurensyo -
byTuinaparuapokcufenzoar TonoxurensHo TT0JIKHTENEHO -
Byrunruapokcurosyon TonoxurensHO TToneXUTEIEHO -
Baskocrh
BsskocTe >=200<= 1500 1019 mlla*c
Pasmep wacTHu : Mo ik : S
> 10 Mxm <=10 0 HACTHLL

> 50 MKM <=5 0 YACTHIL
KoJsimuecrsenHoe coepanne
uapoxopTuion-17 6yrupar >=(),955 <=1.055 0.990 Mr/r
IponuanaparuapokcuGensoar >=2.70 <=3.30 2.90 mr/r
ByThanaparuapokcneH3oar >=1.35 <=1.65 1.44 MI/T

| Cunpokopruson-21-6ytupar <=0.01 0.00 Mr/r
JloGas HeupeHTHOHUKPOBAHHAN <=0.5 0.0 %
NpHUMeECh
Cymma nprMeceit <=15 0.0 Y%
Koaunuecreennoe cogepicanue
ByTuAruapokeHTomy ot >=0.18 <=0.22 0.19 mr/r

Jara Buinycka: 25.03.2021

P_V KOBOJHTENE OTAE/1a KOHTPOJIA KayecTpa

<Ilramn: « TEMMJIEP HTAJIHA C.p.JL»
J-p ®abuo KuamOpore

PyxosoauTens oTaena KOHTPONS Ka4eCTBa M
3aMECTHTE/Tb YNIOTHOMOUEHHOrO JIHua
<noonucano>
13.04.2021 rona




