CEPTUOUKAT COOTBETCTBI

Ha IPOAYKIIHIO, BKAIOYEHHYIO B CAHHbIA NepedeHb HPOAYKITHH,
moasexamei 06A3aTeAbHOH CepTHOHKALHE

Ne POCC RU.AA83.B00011
Cpox peiicrensac  01.09.2017 nmo  31.08.2018

. OPTAH [0 CEPTHOUKAITUU Ne Q002798

RA RU.11AAB3 OPIAH MO CEPTUOUKALIVA MPOLYKLIUM OBLWECTBA C OTPAHMYEHHON
OTBETCTBEHHOCTbIO «BMOTEXHOMAPK-OKCIMNEPT»

anpec: 630559, HosocnGupckan oGnacts, HosocuBrpckui paiioH, p.n. Koneloso, yn. TexHonapkosas, 4. 8, Ten.:
(383) 347-70-32, Beb-caiiT: sibcda.com

QAQ "dapmcrangapT-Tomckxumgapm”
WAHH: 7019005904, Agpec: 634008, r. ToMmck, npocnekT fleruna, 4. 211. Tenedox: (3822) 40-28-56

H3rOTOBUTEAD
Mpoussepeto: Maiinau NlaBoparopua CAC / Mylan Laboratories SAS, Route de Belleville, Lieu-dit
Maillard, 01400, Chatition-sur-Chalaronne, France / Pyt ge Benbennns, flee-au Maiap, 01400,
Watuiton-ciop-LlanapoH, ®patumna / Pacdacosaro v ynakosaqo: OAC
"apucTanpapt-Tomekxmdrapu”, WHH 7018005904, 634009, r. Tomck, npocnekT flenuna, A. 211,

| Pocoun xoa OK 005 (OKII):
P& IPOAYKIUA
“f« lexapcrBeHHoe cpeacTso: MPC® 19, cnpeit HasanbHuil 20 mn, GannoHs Kog QKMAZ
@3p030NbHbLIE CTEKNAHHLIE C KMANaHoM HENPEpPLIBHOTO AeCTBUA /B KOMMNNekTe C 21.20.10.250
Hacaako@! (1), nauku kapToHHbie, per.Ne [T N012103/01 ot 21.06.2010 (aara
nepeocopunerms 17.05.2016), ebigano OAQ "®apmcTanaapT-Tomckxumbapm”, rop, TH B3A Pocce:

Poccus, Cepuithblii BbINYCK

X% COOTBETCTBYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOB
2  H[: 11N012103/01-150211, Uam: 1-4

_ E-"‘ CEPTHOUKAT BI:I#AH HA OCHOBAHHWH _ , ,
2 npoTokon ucnbiTaHuid Ne 422[1K-05/17 ov 28.08.2017 UcnbiratensHasn naboparopus KpacHospckoro cdunuana
fa OTBY "MMLIYAOCMIT PocsapasHansopa, aTTectar akkpegurauuv POCC RU.,0001.210M81 ot 05.08.2014,
4  CepTHdUKaT COOTBETCTBMA CUCTEMBI MEHeAXMeHTa ka4ecTsa B Cucteme nobposonbHoil cepTucukauum
3 yHTerpupOBaHHBIX CUCTEM MeHemkMeHTa Ne POCC RU.VIMO0.1M0038, cpok aeiicTeus ¢ 18.05.2016 no
3 18.05.2019, Oprad no cepTudbuKkauny CUCTEM MEHEKMEHTa BHUWUC-CEPT OAD "BHWIAC", atrectar
; axkpeauraunm Ne RA.RU.13UC11, Poccus, 123557, r. Mocksa, BnekTprueckuis nepeynok, aom 3/10, ctpoenue 1
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OAD edbapuctatnupt-Toscex g apan:
GI33GE7. Pocena, v, Tossen, np, Jlewne, 211

HACIHIOPT Ne 599

Hasamanm QRE Gezopyn L Tewddane (362 20 40-53-73 e-pnit NV edonns@iphamusgd
Fumeenriean rencpaskioro ppoETopa i kricetiy Fonosytama B qen. (387 21404951,
c-mail VY Golovashhoaephasmstd

.

Hanmenonmnie npenapata HPCY 19 (Komnnercnnii npenapar Gaxtepianiipix misaton) Crpeli nasanuibii

Hontep copin

Haroronmean npojykun i Gamion:
Hata suinvera nponyiim wi baney

Aara upoinsoacing
Toxen po

Koanueerno npogayeium g cepin (yi)
Hara nponceinns annson/iennrr i

200818
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08.2018
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24.08.2018 - 03.09.2018

2.3 4

A mny/menurranns pumoancint no: [ENOI2103/01-15021 1, iy, No 1, 2, 3,

MY LAN LABORATORIES SAS, @PAHLILMH

Pesvaning

e Hassenosanne Tpehonamg 1]
1 okt eac BepaTasdiimason
H Chincattige Hpospasuiias GeCuneriun 1t ¢ AeNToBaiust OTFcHEoN Ipoapatunas © wcnropuis ¢i-
AHAKOCTL €O CabLin cneiuiyecknn sanixom TCHEQN  SEMAKOCTL €6 CtaDum
cheidirticcking 3anases
2 oot L Hopuuocn, GIkTepiaaiuiy auisi cion onpeieIneics 3 HMW.EE’E&Q
b Jhsari 6acrepuit (HOA, OTHOMICHHCA OHTHYSCRON A0THOCTI OGPA3IG K OImInie- o) E
e pageay aCnetdinceray CEOM IIOTHOCTH KOMTPONE  ROZORHTCALION  CLiiopoTin
HETHRHOC L) HOCAC DPCABAPHTCALIONO RMYCTA HI 90N BEHIMI 0T
ueckolt NAOTHOCTH  oTpuiETennione wompons  (K). R
Jnonamo GLITL e Metee 2
2. P {TCX) 2. Ha spoMatorpaMMe  BCHITTYEMOIO  PActaopa 0@
HPHCYICTROBATL NETHG (PUOZCTOROIO 1CTa, HO (Mo
i) (R okoso 0.50) 1 snrencinsiocrn ORPAIBANNS Co-
OTHCTCTRVIOUICS MIRTHY VAVMUIHG 15 XPOMETOIPAanMe CTait-
JApTHOTD pacTRopa Qi
. Mepruoast narpus (TCX) A Ocnonnoy nrio (#ETTOT0 UNeta ua posonos Qone) 1 3. Hogrsepauteno
XPOMITOIPIMME HCHIITYCMOI'O  PROTEODA 10 NOAOKCTHINGD
JADIENO COOTRCTCTHOBATL URTITY MCPTHOISTA HaTpus i6m
XPOMETOIPAMME CTAAGPTHOIO PACTHOD
3 pi O1 5.8 210 6.8 0,54
4 1 epstersvnoctt Honzen Gum repaeriien Tepyerianiaii
5 Hanacie He nune 0.8 MiTa (8 wre/en?) o~ 0,62 M (0.2 kre/en’)
6 Howazaren, npeaosaciiy O 1,3395 n0 1,3415 1,3405
i Hnaenuesantd o0nés 20.am+ 10 % Or 18.0 s a0 210 M0
) « 10,04 4 5,0%
i Rommiee teenioe
OHpCACACINIC
Lo snin 1.O7 3,8 204,77 v/ 100 pn 1,407 v/ 100 mn
2. Meprisosst natpus 2. He Gosice 1,2 pr /700 mn 2. 0.90 sr /100 M0
9 Mincpobuniorideckan DN
HUCTOTH ' B 1 ma npenapura nonyoxaeres ie Gonee S0 KOE apob-
HLX MEEPOOON caupnditon Menee 10
He potyeracten paawe
- Gurrepuit cemelicrnu Enterabacteriaceac Oreyreinyer
- P acruginosa Oreyteteyer
- 5. aurcus Oreyeernyer
= enopoobpuayionus Gaerepuii Oneyrernyet
’ = ApoRtEenoA0 LN ¥ IACCHERIMN pHhon ChevreTnyer
1 AHOMEALIAY TORCHUIDCT ) Hogen B nerorennen Herowenien
1 Crietpstnecrkag BTG Hiavtnise GarTepuaniiingy anmmurenon OUpeacineIes 10 fic- Coomercrayven
mvnne R, i kaacoro Garrepuamusioro maara B nonxuo
Streplococeus preamoniae, type | Guivn ne senee 2 71
1
Streptococcus preumaniae, type 167
1
Streplocoveus pneumoniae, Hpe G
i
Streptococcus pneumoniase, type 43
\i
Stieptococcus pneumeoniae, 1yvpe 79
VIl ) o
Strepiococeus pneumaoniae, e s
X1




Streptococeus pyogenes group
A

Streptococeus dysgalactiae

| group C

Enterococens faccium

Eaterococcus faccalts

Streprococcus group G

Staphylococous Burcus s aure-
us

Moraxella catarrhalis

Neisseria subllava

Neisseria perflavi

ko lehsiella pneumoniae ss
POEUHONISC

Actnctobacter calcoaceticus

Hacmophilus influenzac. type 13

Capeit B a3Po30aLHLX Gatonax. QacoBuwr B YOa-
wopumk — OAO «®apmetanaapi-Tomexxmgapa.
Poceis. Ho 20 ama 1 Gainon aspoionkintii n Hecunet-
HOFO HPOIPATION0 HIBKOMEIOUHOT0 CTeRIR (1una UL
TOCT 19808-86), nokpritiil 30HOITHAY CIOCM NG
CTHER, NAXOASUGHICH TION AALICHECM a307d, © Kaa-
HOM HENPCPHBNOTO ACTICTRID, B KOMINCETE © Matids
KOIT 13 NOMNOTIICHA BRCOKOT DI0THOCTI BEA0N0 1t

1. Ha Gainon narinensmot CaMoRacamyiocs DTHECTRY g

i3 Gymarn FTukeToUnod 1N npcuedt i Hanocs
MAPKHPOBKY  Hit EUTHLI €01 JIacTiER MCTOA0M
TpadapeToil newaTh wa Cyxoi oficernodt nedatn
GanNoN B KOMIUIEKTC € MACAIKOI 1 MUCTPYKINIEH o
HPUMCHCHHIO [IOMCHEHOT B KAPTOHEYK) THEY.
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|5} cipore REPTHEIILHDM MR CTIN HPR FEMICpaTVpe 1o hl.ll_ﬂ_k:

Yncmonenne OKK: coomeememeyem mpedosanusnst INOI12103/01-1 50211, usm. Ne 1, 2, 3,4
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