JEKJAPALIAA O COOTBETCTBHUHA

JAEKJIAPAHT, MPUHUMAIOIINN JEKJIAPAITHIO O COOTBETCTBHH

000 "Tesa"

Csedenus 0 pezucmpayuu opeanusayuu: Mescpationnas uncnexyus dedepanviiou Hanozoeou cayacovl Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, dama npucsoenus OF'PH 01.08.2002.

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

B nuye: Ienepanviozo dupexmopa Spuk Powe

Hosepennoe nuyo: Maxcumosa JI1.A., dosepernocmy T-932 om 14.04.2019

3ASABJIAET, UTO

nexapcmeennoe cpedcmeo: AmBpoBere, pacmeop Ol npueMa 6Hympo U uHzansuil 7.5 Me/MR, QrRaKon-
kanensHuybl 100 ma (1), /8 Komnaeknie ¢ MepHbiM CIMAKARYUKOM/, nauku kapmoknvie, PY Ne IT N014731/02 om
15.01.2009 (dama samenst PY 26.12.2017) spidano Teea Papmayesmuyeckue Ilpeonpusmus JImo., cepus
V17549, napmus 29682 ynakoeok, zoden 0o 01.07.2024, npouseodcmea Mepkne I'm6X, I'epmanus, I'pagp-Apio-
Iimpacce 3, 89079 Yaom, / Mepkne ImGX, Iepmarus, JTodsuz-Mepicre-Ilmpacce 3, 89143 Bnay6oupen, koo
OKII2 21.20.10.255, koo TH B3J] 3004900002, konmpaxm Ne 71 om 01.09.2016, unegotic Ne 2520020973 om
01.10.2019

COOTBETCTBYET TPEBOBAHUAM

ITN014731/02-261217

JEKJIAPAIIHS IPUHATA HA OCHOBAHHUH

npomoxonst ucnsimanuii: Ne 9026 om 29.10.2019 PXJT 000 "TH "Henema”, ammecmam akxpeoumayuu
RA.RU.21HP36, Ne 7673 om 29.10.2019 UMJT QOO "IJHT ITJIFOC", ammecman akkpedumayuu
RA.RU.21HA 14, Cepmugpuxam POCC DE.®@MI15.C89106 om 29.10.2019

JIATA TIPHHSATHS JEKTAPALIUH 02.11.2019
5 PALIS TEHCTBUTEBHA J10 01.07.2024
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OPTAH IO CEPTHO®HUKALIUH, 3APETMCTPHPOBABILIUNA JEKJIAPALINIO

POCC RU.0001.11@®MI15 OPIAH 10 CEPTHOHKALIMH ITPOVKIIHH OBLJECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTEIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA',

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. I, kom. 1., adpec opeara no
cepmucpuxayuu: 143581, Mockoecxas obracme, Hempunckuii pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-catim: oykk.pe.

1. 0 COOTBETCTBHHM 3APETHCTPHPOBAHA M POCC RU /I-DE. @M1 5.4.26527/19
STRATINM 02.11.2019
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Kappeas ie TOATIHCH Pykosoaurens OC
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Mepkne MTmbX : -
Tesa g)KeHepuKc cuctem ratiopharm

CepTudmkaT Ha BbINYyCK CEPUM

" CtpaHa; Poccus
MpoaykT: Ambpobene 7,5 mr/Mn pacTBop
Cepus: V17549
JlekapcTteeHHan chopma: PacTBop Ons npuema BHYTPb U MHranauumn
AKTUBHOE BELLECTRO:! AmBpokcona ruapoxnopua

* YcnoBus xpaHeHus: XpaHuTs npu Temnepatype He Boiwe +25 C’
JlnueHausa Ne: DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
Ceptudhukatr GMP: DE_BW_01_GMP_2017_1060 (BnayBoitpeH)

DE_BW_01_GMP_2018_0069 (bnaybonpeHx-Beiinep)
DE_BW_01_GMP_2016_0099 (Yribm)

‘ Hata npouseogcTea: 07.2019
Cpok rogHocTw: 07.2024
[osunposka: 100 mn
Ynakoska: 100 Mn pacTBOpa ANA NPUEMa BHYTPb U UHraNALUNA/CTEKNAHHBIA
thnakoH
Hauyano ynakoBku: 08.08.2019
OKOHYaHUe ynakoBKu: 12.08.2019
MpoussoauTens banka: MEPKNE TMEBEX
rPA®-APKO-LUTPACCE 3
89079-YIIbM
[epmanun
YnakoeaHo: MEPKNE T'MBEX
MPA®-APKO-LLUTPACCE 3
89079-YNbM
FepmanHuA

MecTo nposeaeHus aHanuaa: MEPKNE TrMBX
PA®-APKO-WWTPACCE 3
89079-YNNbM
lepmanus

MpowsBoanTens cybcTaHuum: Wwunna Meaukaa Numuten, UHaus

BbinyckaoLwmWin KOHTPONb: MEPKNE MMBX
noaBuUr MEPKIE WTPACCE 3
89143-BNAYBEOWPEH
Fepmaxua

HuKaknx 3Ha4YMTENbHbLIX UKW KPUTUYECKMX OTKITOHEHUI, KOTOPLIE MOTYT NOBNUATE Ha BbIMYCK
cepun, He 3aperucTpupoBaHo.

HacTosawum noaTteepxaato, YTo yKkasaHHas Bbiwe nHdopmauns sepHa. [JaHHasa cepus
npoaykTa Obina npousBeaeHa, BKNKYas YNakoBKY U KOHTPONb Ka4ecTsa B NOSTHOM
cooTBeTcTBMU ¢ TpeboBaHmamu GMP 1 cneundvkauun. 3anicK 0 NPOM3BOACTBE, YNaKoBKe U
aHanuse faHHoW cepuu cooTBeTCTBYHT TpebosaHusm GMP.

[aHHas cepus gonylweHa ons peanuaauuu.

16.09.2019 [Nodnucek
YnonHomMo4eHHoe Nuuo

CrpaHuua 1m3 1
V17549/24510



Mony4atens: Poccun

ratiopharm

Cepwua:
Cpok rogHocTu

Homep aHanusa:

07.2019
V17549

07.2024
201904030350

AmGpo6eHe 7,5 Mr/mn pacTBOp ANs NpUemMa BHYTPb U UHransiLum

UcnbiTaHuna Cneuundmkauma Pesynbrar
DU3UKO-XUMUYECKME NoKa3aTenu:
Onucaxue MNpospayHbI BecuBeTHbI! cooTBETCTBYET

pacTeop 6e3 3anaxa.
3Ha4eHue pH pH4,0-50 pH 4 4
MnoTHocTb (npu 20°C) 1,000 — 1,005 r/mn (npwn 20°C) 1,002 r/mn
OBbem cogepxumoro nakoHa OOMKHO COOTBETCTBOBATL COOTBETCTBYET
MoaonuHHOCTL:
AmBpokcona rugpoxnopug (TCX) OOMMKHO COOTBETCTBOBATL COOTBETCTBYET
Kanwus copbat (TCX) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
AmbEpokcona ruapoxnopug (BOXKX)  AomKHO COOTBETCTROBATL COOTBETCTBYET
Kanusa copBat (B3XX) OOMXHO COOTBETCTBOBATH COOTBETCTBYET
Xnopuge! (KauecTeeHHan peakuns)  Benblit ocafok COOTBETCTBYET
MocTopoHHue npumMeck (BIXKX):
Linc-amBpokcona ruapoxnopug £05% <0,10 %
6,8-anbpom-3-TpaHc-4-
rugpokcuymknorekcun-1,2 3 4-

<1.0%
TeTparnapoXuHazonuHa ° <0.10 %
ruapoxnopug

<0,10 %

3-(4-f'mppokcuumknorekcun)g, 8- <05%
Aubpom-3,4-AurnapoxuHasonuHa
rmapoxnopvg
Ilobas gpyras eawHuuHas npumecs < 0,2 % <0,10 %
Cymma ,quFMX eaVNHUYHBIX <10% <0,10 %
npumecen
Cymma Bcex npumecei <15% <0,10 %
CocraB /1 mn pacTteopa:
AmBpokcona rugpoxnopug (BAOXX) 7.50mMr+5 %

(7,125 - 7,875 mr) 7,389 mr

95% — 105,0% 99%
Kanusa copBar (B3XX) 1.00 vr £ 10 %

' (0,90 - 1,10 wr) 0,985 mr
Mepkne ITm6X Modnuce



Mony4atens: Poceus

ratiopharm

[ata npoussoacTea:
Cepua:
Cpok rogHocTu

Homep aHanuaa:

07.2019

V17549
07.2024
201904030350

AmGpoGeHe 7,5 mr/Mmn pacTBop ANs NpuemMa BHYTPb U UHransauuu

WNcnbiTaHuA

Cneuudoukaums
90,0% — 110,0%

PesynbTar
99 %

Mukpobuonornyeckas 4ucrora:

Eep. ®apm. 2.6.12/2.6.31
EBp. ®apm. 5.1.4

Obuwee 4uncno aspobHbIxX
MUKpOOpraHuamos: He bonee 100
KOE/r

Obuwee YnMcno ApoOXKEBBLIX U
nnecHesblx rpubos: He Bonee 10
KOE/r

E. coli: oTcyTcTBYeET/I
S. aureus: oTcyTCcTBYET/I
P. aeruginosa: oTcyTcTBYET/I

Bile-tolerante gram-negative bac:
oTCyTCTBYET/I

Olga

MNepeBod BepeH

Parkhomenko

AOMKHO COOTBETCTBOBATb
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OaHHan cepus cooTBeTCTBYeT cneundukayuu

cooTBETCTBYET

Mepkne MrmbX

Modnuck




