JTEKJTAPAIIUS O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOLLNI JEKJIAPALIMIO O COOTBETCTBHH

000 "Tega"

Ceedenua 0 pecucmpayuu op2anusayuu: Meicpatiorinas uncnexiyus dedepanbnoti Han02080t CTyHCOb! Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, oama npuceoenus OI'PH 01 .08.2002.

Adpec: 115054, 2. Mockea, ya. Barosas, 0. 35. Teneghon: 8 (495) 644-22-34.

B nuye: lenepanvriozo dupexmopa Spuk Powe

Jlosepennoe nuyo: Maxcumosa J1.4., dosepentiocmb 7-932 om 14.04.2019

3AABJISIET, UTO

nexapcmeennoe cpedcmeo; Amopobene, pacmsop Onst npuenta éHympo u unzanayuti 7.5 MM, ghnaxoH-
kanenvrutsl 100 ma (1), /8 komnaekme ¢ MepHoIM cmaranyukom/, nauky kapmonnsie, PY Ne IT NO14731/02 om
15.01.2009 (dama samenv: PY 26.12.2017) svidano Tesa Qapmayesmuveckue IIpednpuamus JIma., cepus
V20738, napmusa 29500 ynaxoeok, 200eH oo 01.09.2024, npoussodcmea Mepkie ImbX, lepmanus, 1} pacg-Apxo-
IlImpacce 3, 89079 Yavm, / Meprne Tm6X, Fepmanus, Jhoosue-Mepxne-Llmpacce 3, 89143 Bnayboiipen, ko0
OKIIA2 21.20.10.255, koo TH B2 3004900002, rkonmpaxm Ne 71 om 01.09.2016, uneoiic Ne 2520022047 om

29.10.2019

COOTBETCTBYET TPEBOBAHHWSIM

IIN014731/02-261217

JTEKJIAPALMS ITIPHHATA HA OCHOBAHUM

npomoxonbt uchstmanuii: Ne 13702 om 27.11.2019 OXJT 000 "T/[ "Heavma", ammecmam akkpeoumauu
RA.RU.21HP36, Ne 9875 om 27.11.2019 HMJ/T OO0 "LUHT TUTIOC", ammecmam akkpeoumayuu
RA.RU.21HA14, Cepmugpuxam POCC DE.@M15.C92128 om 27.11.2019

JIATA TIPUHATHS JEKJIAPALIAN 28.11.2019

APALUF IEHCTBUTEJLHA 10 01.09.2024
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CBEJEHMS O PETHCTPAIIAN

OPT'AH IO CEPTUOHUKALMH, BAPETHCT PUPOBABIIHA JEKJIAPALIHIO

POCC RU.0001.110MI5 OPIAH 110 CEPTHOHKALIMH ITPOJYKIIHH OBLJECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocksa, yx. Macmepkosa, 9. 4, am. 5, nom. I, kam. 1., adpec opzaxa no
cepmuchurayuu: 143581, Mocrosckas obnacms, Hempunckuii paiion, dep. Jlewikogo, 0. 248, emp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-caiim: oykK.pe.

JEKJAPALLMA O, gQOTBE'FCTBHM 3APETUCTPHPOBAHA N POCC RU JI-DE. @M1 5.4.29675/19
TRCTPALIN 28.11.2019

% 7 3apsiTockas H.A.

IOAMHCh Pyxosomurens OC




Mepkne T'mbX — .
TeBa AKEHEPUKC CHCTEM ratiopharm

CepTuUKaT Ha BLINYCK CEpum

Crpana: Poccus

MpoayxT: AmBpobeHe 7,5 mr/mn pacTeop

Cepus: V20738

NekapcTBeHHas dopma: PacTeop ANA NpMeMa BHYTPb U MHranauui
AKTUBHOE BELLEeCTRO: AmbBpokcona ruapoxnopua

YCnoBus xpaHeHus: XpaHuTb NpW TemnepaType He Bbllle +25 C°
NMuuyeHawna Ne: DE_BW_01_MIA_2017_0024/DE_BW_01_Mepkne
CepTtndomkatr GMP: DE_BW_01_GMP_2017_1060 (BnayGopeH)

DE_BW_01_GMP_2018_0069 (bnay6oiipeH-Beinep)
DE_BW_01_GMP_2019_0052 (¥Ynbm)

[laTta npoussoAcTaa: 09.2019
Cpok roaHoCTH: 09.2024
[oauposka: 100 mn
YnakoBka: 100 MN pacTBOpa ANA NPUEMa BHYTPl M MHTaNALWA/CTeKNAHHBLIA
dhnakoH
Hauano ynakoBku: 26.09.2019
OKOHYaHWe YNnakoBKu: 30.09.2019
MNpowssoguTens tanka: MEPKNE T'MBX
MPA®-APKO-WTPACCE 3
89079-¥NbM
[epmanns
YnakoBaHo: MEPKIE TMBX
MPA®-APKO-LUTPACCE 3
89079-YN1bM
Mepmanun

MecTo npoBeagHWs aHanuaa: MEPKINE TMBX
PA®-APKO-LUTPACCE 3
89079-YJIbM
epmaHmnA

MpowssoauTens cybeTanymm: lWunna Megukaa Numuten, MHama

Bbinyckalowmia KOHTPONb: MEPKNE TMBX
NOABWT MEPKINE WUTPACCE 3
89143-B/IAYEOWPEH
[epmanus

HuKaknx 3HaYNTENbHbLIX UK KPUTUHECKUX OTKNOHEHWIA, KOTOPbIE MOrYT MOBMNATL Ha BbINYCK
cepwvu, He 3apervcTpupoBaHo.

HacTosLUMM NOATBEPXAAID, YTO yKasaHHas Bbille MHdopmaums BepHa. [JaHHas cepus
npoaykTa Gbina Npou3BeAeHa, BKoYasi yNnakoBKy U KOHTPONb Ka4ecTsa B NOHOM
cooTBeTcTBUM ¢ TpebosaHusMu GMP 1 cneundukaumm. 3anncu o Npon3BOACTBE, YNakoBke 1
aHanuae AaHHoi cepun cooTBeTCTByOT TpebosaHuam GMP.

[laHHasa cepus gonylleHa Ans peanusauni.

24.10.2019 [lodnuck
YnonHomMmo4eHHoe nuyo

CtpaHuua 1m3 1l
V20738/24510



ratiopharm

CepTuduKaT aHannsa
Mony4atens: Poccus [ata npOIn:.'lB(;A.CTBaZ 09.201.9 |

Cepus: V20738

Cpok rogHocTH 09.2024

Homep aHanusa: 201904035619

AmG6pobeHe 7,5 mr/mn pacTBop AnA NpUueMa BHYTPb U WHransauum

McnbiTaHUA Cneuundmkaumsa PesynbTar

DU3INKO-XMMHUYECKNE NOKa3aTenu:

Onucaxne Mpo3payHbii BecLBeTHbI cooTBeTCTBYET
pacTeop 6e3 3anaxa.

3HaveHne pH pH 4,0-5,0 pH 4,4
MnotHocTb (npu 20°C) 1,000 — 1,005 r/mn (npu 20°C) 1,002 r/mn
O6teM codepxumoro hnakoHa [OMKHO COOTBETCTBOBATL cooTBeTCTRYET
MopNMHHOCTL:

AmBpokcona rugpoxnopug (TCX) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
Kanws copBar (TCX) [OMXHO COOTBETCTBOBATh COOTBETCTBYET
Am6pokcona rugpoxnopua (BOXX)  AOMKHO COOTBETCTBOBATHL COOTBETCTBYET
Kanus copbat (B3XX) [O/KHO COOTBETCTBOBATL COOTBETCTBYET
Xnopuap! (KauecTBeHHas peakums) Benbin ocanok COOTBETCTBYET

MNocTopoHHue npumeck (BIXKX):
Linc-amBpokcona ruapoxnopna £05% <0,10 %

6,8-aubpom-3-TpaHc-4-
ruapokcuyuknorekcun-1,2,3,4-

< 0,
TeTparnapoXuHasonuHa £1.0% <010 %
rmapoxnopug
<0,10 %

3-(4—I’mp.por<cmuwmorexcmn)s,8- <0,5%
anbpom-3,4-AnurnapoxuHasonuHa
ruapoxnopua
NMio6as Apyras eanHuyHas npumece < 0,2 % <0,10 %
Cymma ,n.;gyrnx eANHUYHBIX <10% <0,10 %
npumecen
CymMa BCEX NpUMECEit £1,5% <0,10 %
Cocrag / 1 mn pacrBopa:
AmBpokcona ruapoxnopua (BOXKX)  7.50 mr + 5%

(7,125 - 7,875 mr) 7,519 wmr

95% — 105,0% 100%
Kanus copbat (BOXX) 1.00mr£10 %

(0,90 - 1,10 wr) 1,002 mr

Mepkne Tm6X [odnuck



ratiopharm

Ceprucpukar ananusa
Monyuarens: Poccus [aTta npow3soacTBa: 09.2019 |
Cepus: V20738
Cpok rogHocTH 09.2024
Homep aHanusa: 201904035619

AmbBpobeHe 7,5 Mr/Mn pacTBOp ANst NpMeMa BHYTPb U MHransuun

MenbiTaHus Cneundmkaumus PesynbTar
90,0% - 110,0% 100%

Mukpobuonoruyeckas 4ncrora:

Eep. ®apm. 2.6.12/2.6.31

EBp. ®apm. 5.1.4

Obwee Yncno aspobHbix
MUKpoopraHuamoe: He 6onee 100
KOE/r

Obujee YNCNo APOXOKEBbIX 1

nnecHesbIX rpubos: He Gonee 10 AOMKHO COOTBETCTBOBATHL cooTBeTCTBYeT
KOE/r

E. coli; otcyTcTBYET/T
S. aureus: oTCyTCTBYET/I
P. aeruginosa: oTcyTcTByeT/T

Bile-tolerante gram-negative bac:
oTCYTCTBYET/T
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[lepeBop BepeH

[HaHHas cepus cooTBeTCTBYET cneuudukaymm

Mepkne TmbX [odnuce



