JEKJIAPAIIMSI O COOTBETCTBUM

JAEKJIAPAHT, IPUHUMAIOIIUNA JEKJIAPAIIUIO O COOTBETCTBHH

000 "Tesa"

Ceedenun o pezucmpayuu opeanusayuu: Mecpationnan uncnexiyun Pedepansholi Kanozo6ol cayxctvl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739033024, 0oama npucsocenus OI'PH 01.08.2002.

| Adpec: 115054, 2. Mockea, yn. Banosas, 0. 35. Teneghon: 8 (495) 644-22-34.

B nuye: I'enepanstozo oupexmopa 3pux Powe

Hosepennoe auyo: Maxcumosa J1A., dosepennocms T-932 om 14.04.2019

3ASIBJISIET, YUTO

Jnexapcmeennoe cpedcmeo: [onobene, zenb 015 Hapyschozo npumenenus 90 2, my6et anomunuessie (1), navku
xapmonwusle, PY Ne II N013758/01 om 08.07.2008 (dama 3amenvt PY 29.05.2017) swidano pamuogpapm TméX,
cepus V21342, napmus 16187 ynakosox, 2oden do 01.09.2022, npoussodcmea Mepxne Im6X, I'epmanus,
I'pagh-Apro-Llimpacce 3, 89079 Yom, / Mepxne Im6X, epmanus, JTodsue-Mepxne-Ilimpacce 3, 89143
Bnayboiipen, koo OKIT[2 21.20.10.131, koo TH B3] 3004500002, xonmparxm Ne 71 om 01.09.2016, unsoiic Ne
2520021851 om 23.10.2019

COOTBETCTBYET TPEEOBAHHUSM

[T N013758/01-091210 uzm. Ne 1-7

JEKJIAPALIUA IPUHATA HA OCHOBAHHUH

npomoxon ucnvimanuii Ne 10854 om 08.11.2019 @XJT 000 "T1 "[ensma", ammecmam axxpedumayuu
RA.RU.21HP36, Cepmugpuxam POCC DE.®M15.C90179 om 11.11.2019

JATA IIPUHATHA JEKJIAPAIITAM 13.11.2019

Makcumosa JILA.
O.U.O

OPI'AH 10 CEPTU®UKALIMH, 3APETUCTPUPOBABILINH JEKJIAPALIUIO
POCC RU.0001.11®MI15 OPIAH 11O CEPTHOHKALIHH ITPONYKIHH OBLECTBO C

OrPAHHYEHHOH OTBETCTBEHHOCTHIO "OKPY)KHOH LIEHTP KOHTPOJI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, sm. 5, nom. I, xem. 1., adpec opzana no
cepmugpuxayuu: 143581, Mockosckas obnacmv, Hempunckuii patiow, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oyxx.pe.

,ElEKJIAPAHHﬂ 0 COQ]:BETCTBHH 3APETHCTPHPOBAHA X POCC RU JI-DE.®@M15.4.27668/19
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Mepkne Trm6X

TeBa a)eHepuKe cuctem

e T O A R s

ratiopharm

s S S N s

CepTudpmnkar Ha BbINyCK cepumn

CtpaHa:

MNpogykT:

Cepus:

NekapcteeHHas popma:
AKTUBHOE BelyecTso:
YcnoBeusa xpaHeHus:
Homep PY

NuueHans Ne:
Ceptudukat GMP:

Data npoussopacTea:

Cpok roaHocTy:

KonuuecTso B ynakoeke:

Poccua

Aonobene

V21342

Fenw ans HapyxHoro npUMeHeHun
,D,ekcnaHTeHon/,D,MMeTmncynbcboxcm/ lenapuH HaTpus
XpaHuTts npu Temnepartype He Bbiwe +25 C*

M N 013758/01

DE_BW_01_MIA_201 7_0024/DE_BW_01_Merckle

DE_BW_01_GMP_201 7_1060 (BnayBonpeH)
DE_BW¥01_GMP_2018_0069 (EnayﬁoﬁpeH-Bev“rnep)
DE_BW_01_GMP_2016_0099 (Ynbm)

09.2019
09.2022
90r

Ynakoska:

MNpowssoantens Ganka:

YnakoeaHo:

MecTo npoeeneHus aHanusa:

MpownssoanTens cybcTaHumm:

Bbinyckatowynit koHTpons:

90 r renA aAnA HapyxHoro NpUMeHeHuA/anoMuHue Bas TyGa

MEPKNE r'MBX
MPA®-APKO-LUTPACCE 3
89079-YNIbM

Fepmanunsa

MEPKNE NMBX
FPA®-APKO-LUTPACCE 3
89079-YNbM

lepmaHus

MEPKNE rMBX
MPA®-APKO-LUTPACCE 3
89079-YNIbM

Fepmanusa

HACM HyTtpuonan Mpogaktc (UK) Nt
laitnopa Xemukan Komnanu 000, clA
AnTait [loHryeHr Bruokemukanc Ko. NT, Kurain

MEPKNE N'MBX
THOABUI MEPKNE LWUTPACCE 3
89143-BJTAYEOWPEH
F'epmaHnsa

Hukakux sHauuTeNbHLIX UMK KpUTUYECKIX OTKNOHEHWH, KOTOPblE MOTYT NOBNMATL Ha BbINyCK cepuu, He

33pEerncTpUpoBaHo.

10.10.2019

fodnuce
YnonHomouexHoe nuuo

CrpaHnua 1 ms 1
V21342/312548



ratiopharm

Monyuatens: Poccus NsvampossEcaersd: 08,2015
Cepus: V21342
Cpok rogHocTn 09.2022
Homep ananuaa; 201904036741

HonobGeHe rens ans HapyXHoro npumeHeHus, 90 r

McneiTaHus Cneumdpukauyus Pesynbrar

Obuwme u cneunansHeie XapaKTepUCTHUKH:

Onucanne OT npospauHoro a0 cnerka COOTBETCTBYeT
MYTHOrO, GecLUBeTHbIW, rOMOreH-
Hblih  rens ¢ XapaKkTepHbIM

3anaxom
BsaskocTb 550 - 850 mMNa*c 761 mNa*c
MoanuHHoCTL:
lekcnanTeron AOMXKHO COOTBETCTBORATH COOTBETCTBYET
OMCO AO/MKHO COOTBETCTBOBAThL COOTBETCTBYET
Hartpui (kauecTsenHas peakums,

AOMKHO COOTBETCTBOBATH COOTBETCTBYET

OKpalLMBaHue nnameHu)

KonuuecteeHHoe onpenenenue / 100 r rens:
HekcnanTeHon 2,50 + 5% (95% — 105,0%) 2,50 r (100%)
AumeTuncynsdokeng 15,0 r+ 5% (95,0% — 105,0%) 15,3 r (102%)

Mukpo6uonoruyeckas uncrora:

EBp. ®apm. 2.6.12/2.6.13,
Esp. ®apm.5.1.4 AOMKHO COOTBETCTBOBATL COOTBETCTBYET

MoanuHHoCTL:
AOMKHO COOTBETCTBOBATL cooTBETCTBYET
lenapuH HaTpus (ANTB-meTon)

KonuyectBeHHoe onpegeneHune /100 r rens:

r (ANTB ) 50000 ME £ 10% 52139 ME
enapwuH HaTpua -MEeTOo
d P G (90% - 110%) (104 %)
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Cepus cooTBeTCTBYeT cneundukaumm Ha npoaykr

Mepkne rméX 10.10.2019 lModnuce




