JEKJIAPAIIA O COOTBETCTBHH

JOEKJIAPAHT, MIPUHUMAJIOUIHI JEKJIAPALIAIO O COOTBETCTBHU

000 "Tega"

Ceedenun o peaucmpayuu opaanuzayuu: Mesicpationnas uncnexyua @Pedepaivroi nano2oeou caysncdvt Ne 46 no
2. Mockse 01.01.2008, OI'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Aopec: 115054, . Mockea, yn. Banosas, 0. 35. Teaegpon: 8 (495) 644-22-34.

B nuye: I'enepanvrozo oupexmopa Spux Poue

Hosepennoe muyo.: Maxcumosa JI1.4., dosepennocmy T-932 om 14.04.2019

3ASABJISIET, UTO

nexapemsernoe cpedemeo: Punonopm-Tesa, cnpeti nazansuviil dozuposannuiil [ons demeii] 0,05% 20 mn,
gnaxonvl (1), nauku kapmounvie, PY Ne [T N014799/02 om 24.04.2009 (dama samenwvr PY 29.05.2017) svidaro
Tesa @apmayesmuyeckue IIpeonpusmus JImo., cepua V21537, napmus 72000 ynakosok, 2oden oo 01.09.2021,
npouseodcmea Mepxne ImbX, Iepwanus, I'pag-Apko-Llimpacce 3, 89079 Vavm, / Mepkae Im6X, Iepmanus,
Jhoosue-Mepine-LlImpacce 3, 89143 Brayboiipen, koo OKIT2 21.20.10.251, koo TH B3] 3004900002,
koumpaxkm Ne 71 om 01.09.2016, uneoric Ne 2520021900 om 24.10.2019

COOTBETCTBYET TPEGOBAHUAM

| TIN0I4799/02-051016 wzm. Ne |

AEKJIAPALIMS [IPHHATA HA OCHOBAHHUM

npomoxkonsl uchvtmanui: Ne 12341 om 19.11.2019 ©XJ1 000 "TH ’:Heﬂbma ammecmant akkpeoumayuu
RA.RU.2IHP36, Ne 9308 om 19.11.2019 HMJT Q00 "LIHT [TJIFOC", ammecmam axkpedumayuu
RA.RU.21HA 14, Cepmughuxam POCC DE.®MI15.C91204 om 19.11.2019

JATA TIPHHATHASA TEKJIAPALLMH 20.711.2019
ﬂEKJIAPW JEUCTBUTEJBHA J0 01.09.2021

Makcumora JLA.
TTONITHCE DO.H.O0

CBEJEHWS O PETUCTPAIIUA

OPI"AHWTIOTEEPTMwI’IKAIIHH, 3APETHCTPHPOBABIIHI JEKJTAPALIAIO

POCC RU.0001.11PM15 OPTAH ITO CEPTHOHKALHH ITPOAYKLHH OBLUECTBO C
OTrPAHHYEHHOH OTBETCTBEHHOCTbBIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTBA",

aodpec opeanusayuu: 115280, &. Mockea, yn. Macmepxkosa, 0. 4, sm. 5, nom. I, kam. 1., adpec opzana ho
cepmugpuxayuu. 143581, Mockosckasn obnacme, Hempunckui pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-catim: oykx.pg.

JEKJAPALIMA O COOTBETCTBUHU 3APETHCTPHPOBAHA N POCC RU JJ-DE.®M15.A4.28613/19
,IIAT.‘}_'PEI'HC'I‘P‘«\IIH H2011.2019
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Mepkne TmbX

TeBa AXKEHEPKWKC CUCTEM

ratiopharm

CepTuduKaT Ha BbINYCK CEpUn

CtpaHna: Poccusn

MpoaykT: PuHoHopM-TeBa cnpei Has3anbHbli 4O3MPOBaHHbIN
(ans perten) 0,05%

Cepus: V21537

INekapcTeenHas dopma: HaszanbHbI#A cnpen

AKTUBHOE BELLECTRO: KcunomeTasonuHa rugpoxnopua
XpaHuTb npu Temnepatype He Bobiwe +25°C

DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle

Ycnosus XxpaHeHus:

JTnyeHsmns Ne:

Ceptudomkar GMP: DE_BW_01_GMP_2017_1060 (bnayboipeH)
DE_BW_01_GMP_2018_0069 (EnayGowpeH-Beinep)

DE_BW_01_GMP_2019_0052 (Ynsm)

[aTta npoussoacTea 09.2019
Cpok rogHoCTH: 09.2021
Pasmep ynakoBku: 20 mn

Ynakoeka:

Hayvano ynakoBsku:
OkoH4YaHWe ynakoBKu:
Mpoussogutens banka:

YnakoBaHo:

MecTo npoBeaeHmna
aHanuaa:

MpounasoguTens
cybecTaHuum:
BbinyckalowMii KOHTpONs:

20 mn HasanbHoro aspo3lons/cnpes
24.09.2019

25.09.2019

MEPKIE N'MBX
MPAD-APKO WTPACCE 3
89079-YIbM

[epmanwns

MEPKNE N'MBX
r’PA®-APKO LWUTPACCE 3
89079-YIbM

[epmanuns

MEPKITE TMBX
MPAD-APKO WTPACCE 3
89079-YIIbM

epmaHua

3urcppua Papma Xem. Mahnaen TmBX,
[epmannsa

MEPKNE TMBX

NoaBUI MEPKNE WTPACCE 3
89143-ENAYBEOWPEH

"epmanun

HuKakmx 3HauYnTenbHbIX UMK KPUTUYECKNX OTKNOHEHWA, KOTOPbIE MOTYT NOBMNUATL Ha
BbINYCK CEpPUK, HE 3aperncTpupoBaHo.

HacToawmm noaTeepaalo, YTo yKasaHHas Bbile MHhopmauus BepHa. [laHHasa cepus
npoaykTa 6bina npousseaeHa, BKIOYas yNakoBKy W KOHTPONb KaYecTBa B NOTHOM
cooTBeTCTBUM ¢ Tpebosanuamu GMP 1 cneundukaumm. 3anucu o NPOU3BOACTBE,
YNaKoBKe U aHanuse faHHOW cepun cooTBeTCTBYIOT TpebosaHuam GMP.

[aHHana cepus gonylieHa Ana peanusaumn.
21.10.2019 [Nodnucek
YNonHOMOYEHHoEe NULo

CrpaHuuyalmsl
V21537/290954



ratiopharm

CepTudmkar aHanusa

Poccus [ata nponseogcrtea:  09.2019
Cepus: V21537
Cpok rogHocTH 09.2021
Homep aHanuaa; 201904037150
PuHoHopMm-TeBa
cnpen HasanbHbIN fo3upoBaHHbIN (Ans aeten) 0,05%
McnbiTaHus Hopma PesyneTar
DPUINKO-XUMUYECKHNE
nokasaTenu:
Onucanwve [Mpo3payHbil = noytn  BecuBeTHbIN COOTBETCTBYET
pacTBop.
3HayeHnne pH pH5,5-6,0 pH 5,8
MnoTHoCTL 1,004 — 1,006 r/mn 1,005 r/mn
CpepaHee konu4ecTso 403 He meHee 200 268
CpepgHuin o6bvem fosbl 0,07 MNx25% 0,078 mn
MNoAnWHHOCTBL!:
VR T e OIMKHO COOTBETCTBOBATL COOTBETCTBYET
rugpoxnopug (BOXX) A y
KcwnomeTtasonuHa
rugpoxnopug (Y- OOMKHO COOTBETCTBOBATL COOTBETCTBYET
cnekTpooTOMETPMSA)
LRI K H I XDV OJIKHO COOTBETCTBOBATL COOTBETCTBYET
(BKX) A Y
MocropoHHue npumecu
npumecs A <£0,5% <0,10 %
EavHnyHas
HenaeHTUULUPOBaHHasR =02% <0,10 %
npumech
Cymma
HEWAEHTUOMLNPOBaHHbBIX £1,0% <0,10 %
npumecen
KonuyectBeHHoe
onpeaenexdue /1 mn
pacTBopa:
0,50 mMr + 5%
KcunomeTtasonuHa J 0,495 mr
rzpoxTioping, (BENK) (o1 0,475 po 0,525 mr)
= 0,
BeHzankoHus xnopua 70,0-105,0 % 94.1 %
(BIXX)
. B cooTBEeTCTBME
Mukpobuonorus: ¢ TPEBOBAHUAMY 0 |
COOTBETCTBYET
Digitally signed by Olga Parkhomenko
Olga Sy gl e
el o Parkhomenko,
Hepeson bepeit  parkhomenko  iriwiwemmencon
[NaHHan cepusa cooTBeTCTBYET TpeboBaHUAM cneuncukaumm
21.10.2019 lModnucek

Mepkne 'meX




