TEKJAPALIVISI O COOTBETCTBHN

JAEKJIAPAHT, IIPHHAMAIOI{ANA JIEKJIAPAIIAIO O COOTBETCTBHH
A0 "CaJ;oq‘m Poccun”

Ceec)en;u o0 pezucmpayuu opzaruzayuu. Medicpaiionnan uncnexyun Pedeparvroii Hano2080i cayxcbvi No 46 no

2. Mocxge 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: l'enepansuuiii dupexmop Monac O.A.

ﬂoeepe]uoe nuyo: Knoxosa FO.C., dosepennocms 6/u om 01.12.2017

3AHZBJ|£[ET, 4yTo

RexapCmBenHoe cpedcmeo. PuranzoH, Mass ON HapyxcHo20 npumererus 20 2, mybul amomunueevie (1), &
KoMnieKme ¢ anniukamopom, nayku kapmovnwie, PY Ne IT N015513/01 om 27.01.2009 (dama samenw
30.08.2018) evidano AO "Canoghu Poccus", cepus 16569, napmus 39117 ynaxoeox, 200ex do 01.07.2023,
npousecocmea Iobogapm papmayoiimuwe Ipodyxmvonc yrnd Xandenvczesennsuiagpm m6X, Ascmpus,
Giobopi',:arm Pharmazeutische Produktions- und Handelsgesellschaft mbH, Breitenfurterstr. 251, A-1230
Vienna, Austria, ko0 OKIT/]2 21.20.10.224, xod TH B3/[] 3004900002, xormpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085345451 om 02.09.2019

COOTBETCTBYET TPEBOBAHHUSM

IT NO15513/01-050210 uam. Ne 1-7

JEKJIAPAIIUSI IIPUHATA HA OCHOBAHHHA

npomoxfm ucnwmanuii Ne 27880 om 10.09.2019 HJT 000 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJ140, Cepmugpuxam POCC AT ®M08.C47887 om 10.09.2019
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CBEIEHUMA O PETHCTPALIIA

OPTr'AH IHO CEPTHOHKAIIAH, 3APETHCTPUPOBABIIHAN TEKJIAPAITHIO

RA.RU.I1 ®M08 OPTAH ITO CEPTHOHKALTHH ITPOJYKIHH OBLECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTRA",

adpec opfzanumyuu: 115280, 2. Mocxkea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudn}xauuu: 115280, POCCHA, 20pod Mockaa, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyrx.pe.

15,0 COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU J-AT. PM08.A.35845/19
JATA PEFHCT] éu 10.09.2019
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OTAEJ KOHTPOJIA KAYECTBA
I'noGopapm, ®apmauoittwe IMpogykTsoHe yHA

COOTBETCTBYET YCTAHOBAEHHO# Macce 3anonHennd (20 r +/-1 1)

Xaupenscresennswapr  mM6x, 1230  Bewa,
G Cfg%‘%}%*:%‘h@”#? Bpafitendyprep Iltpacce. 251 Ten. +43 (0)1 803
1727,  akc: +43  (0)1 803 1727 372
www.globopharm.at, INEKTPOHHAA novyra:
office @globopharm.at
Ne cepuu CPpoK roBHOCTH Ne Ha3sanne npogykta
HepacacosanHoro HepachacoBanHoro
npoaykra 07.2023 npoaykTa ®Gunanron 500mr/+ mais TB1 Md§ RU
16569 900023 Crpanuua 1/1
Ne HSV Ne cnewnidmkaumu JHata ananuza Na ananusa 3akas/konuyecTso ME
79802-P510ABOIO]
900023 17.- 19.07.19 DE 017842 800,0 Kr
NO015513/01 -050210
Jata Ne aHanuTHYECKOM [TocTynnexue Mpusmeyarna Honupamun: 0,4 /100 r
npoHiBOACTBA METOOHKH ofpaiua
16569 HukoBokenn: 2.5 /100 r
15.07.2019 033-TS-FR-036-05- 0347 | 17.07.2019
30
NOKA3ATENb PE3YJIBTAT HOPMA
Onncansne COOTBETCTBYET TMouty GecuseTHaA 1AK CNETka KOPHYHEBATAN,
Npo3payHad HAH NONYNPO3padHas, NoYTH
OAHOPOAHAA, FOMOTEHHAN Ma3h
3anax COOTBETCTBYET LnTposenncsoro macno
Bocnponisoanmocts 5.2cm 40-70
Tonanunocrs (Metonom TCX)
Honnsamua (= PSVA) COOTBETCTBYET BPEMA YACPKHBAHHA HA XPOMATOTPAAIME
HCTIITYEMOTO PacTBOPa COOTBETCTBYCET BPEMEHH
YAEPKHBAHHA HA XPOMATOTPaMAte CTAHAAPTHOMO
pacTeopa
Hukobokcun (= NSBE) COOTBETCTBYET BPEMA YACPXHBAHHA HA XPOMATOrpaMme
HCI‘IHTyGMOI’U PacTBOpa COOTBETCTBYET BpEMEHH
YAEPXKHBAHWA HA XPOMATOTPAMME CTRHAAPTHOTO
pacreopa
CopGrHoBas Kucinota COOTBETCTBYET BpeMA YICPHHBAHHA HA XPOMBTOrpamae
HCMbITYEMOr0 PACTBOPA COOTBETCTBYET BPEMEHH
YACPKHBAHHA HA XPOMATOTPAMME CTAHIAPTHONO
pactsopa
MoanuunocTe (Merogosm BINKX)
Houusamua (= PSVA) COUTBETCTBYET BPEMA YAEPKHBAHHR HA XPOMATOrPaMMe
HCMBITYEMOrO PacTBOPA COOTBETCTBYET BPEMEHI
YAEPKHBAHNA HA XPOMATOrPaMMe CTAHAAPTHOMO
pacTeopa
Hukobokcun (= NSBE) COOTBETCTBYET BpeME YAEPXHBAHHA HA XpOMaTOrpaMme
HCNBITYCMOrO pacTBOpa COOTBETCTBYET BPEMEHH
YACPXKHBAHHA HA XPOMATONPaMME CTAHAAPTHOIO
pacTeopa
Cop6iHoBar kHcnoTa COOTBETCTBYET BPEMA YACPXKHBAHHA Ha XPOMATOrpamMMe
HCNBITYEMOrO PACTBOPA COOTBETCTBYET BPEMEHH
YACPKHBAHHA HA XPOMATOTrPaAMME CTAHAAPTHOFO
pacTeopa
Koanuectpennoe onpenenenne (Meroaom
BX3IX)
Honneamua (= PSVA) 040r/100T 0,38-042r/100 1
Huxoboxcun (= NSBE) 2481r/100r 237-263r/100r
CopbHHoBas kicnoTa 0,198 /100 r 0,180 -0,220 /100 ¢
TMponykTe pacnana (mevomom BIWKX)
HukoTtiHosan kucnora 0,12% He Gonee 0,55 %
TpHMeyaHHs OQuenka
Macca HanonHeHuA (onpeaencHHas NocpeacTeoM BensiTaknit BIIK): COOTBETCTBYET

YnonHomouenHoe nuo «Inobodapsi»
Moanuce/ COHBA [1A3 (SONJA PUZ)

Hara
30.07.2019

IMpunoxenue 75.02 k COI1-20-001, neiicteyer ¢ 17.04.2018




