AEKJIAPAIIUSI O COOTBETCTBUHU

AEKJIAPAHT, IPUHUMAIOLL M AEKJIAPALIMIO O COOTBETCTBUH

000 "Tesa"

Ceedenun o peaucmpayuu opeanuzayuu; Medicpationnasn uncnexyus ®edeparshiodi nanozosoii cayoncbel Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027 739033024, dama npuceoenus OIPH 01.08.2002.

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

B nuye: I'enepanvrozo dupexmopa Opux Powe

Hosepennoe nuyo: Maxcumosa JI.A,, dosepernocny T-932 om 14.04.2019

3ASABJBIET, UTO

Aekapemesentioe cpedcmeo: Knompumason-Teea kpem onn napyosrcrnozo npumenenus 1% 30 2, mybei (1), nauxu
Kkapmounvie, PY Ne II N015523/03 om 03.03.2009 (Oama nepeogopmaenusn PY 21.01.20] J5) evidaro Tesa
Papmayesmuveckue Ipednpusmus Jimd, cepus V18291, napmus 44200 ynaxosox, zoden do 01.07. 2021,
npoussodcmsa Mepine Im6X, lepmanus, [} pag-Apxo-Limpacce 3, 89079 Yiom / Mepxne IméX, Nepmanus,
Jliodeuz-Meprxae-Llimpacce 3, 89143 Bnaybotipen, kod OKIIA2 21.20.10.151, kod TH BI/T 3004900002,
xoumpaxm Ne 71 om 01.09.2016, unsoiic Ne 2520020048 om 02.09.2019

COOTBETCTBYET TPEGOBAHHUAM
II N015523/03-210115

JAEKJIAPALIASI IPUHATA HA OCHOBAHUM
npomokon ucheimanuii Ne 42221 om 17.09.2019 Jlabopamopusiii yenmp 000 "LIKK OHL", ammecmam
akkpedumayuu POCC RU.0001.21PK7S, Cepmugpuxam POCC DE.®MI5.C85779 om 17.09.2019

JATA TIPUHATUSA JEKJIAPALIMU 24.09.2019
WCTBUTEJBLHA 1O 0/1.07.2021

AT
& Makcumosa JILA,
TOJITHCh ®.1.0
CBEJIEHUSA O PETUCTPAIINHA

OPI'AH 10 CEPTU®HUKALIUH, 3BAPETMCTPHPOBABILLIMI JEKJIAPAIIHIO

POCC RU.0001.11®M15 OPIAH 110 CEPTH®HKALIMHU NIPOAYKLHH OBL[ECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHO LEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1., aopec opzana no
cepmughurayuu: 143581, Mockoeckas o6nacme, Hempunckwii paiion, dep. Jewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: OUKK.peh.

JAEKJAPALLHSI O*COOTBETCTBUH 3APETMCTPUPOBAHA M POCC RU /I-DE.®M15.4.23218/19

JATA PETHCTPALAI 24.09.2019
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Mepkne T'mb6X
TeBa AXKEHepPUKC cucTem

ratiopharm

CepTtudukar Ha BbInyck cepun

Crpana:
MpogykT:

Cepus:

llekapcTBeHHas dopma:
AKTWBHOE BELLECTRO:
Ycnosua xpaHeHus:
NuueHauna Ne:
Ceptudhukar GMP:

Hara npouasoacTea:
Cpok rogHocTK:
Pasmep ynakosku:

Paamep cepuu:

Poccus

Knotpumason-Tesa kpem ans HapyxHoro
npumeHenuns 1%

V18291

KPeM ANs HapyXHOro NpUMeHeHus

Knotpumason

XpaHuTb Npy TeMnepaType He Bbiwe +25°C
DE_BW_01_MIA_2017_0024/DE_BW _01_Merckle

DE_BW_01_GMP_2017_1060 (Bnay6oipeH)
DE_BW_01_GMP_2018_0069 (BnayGoiipen-Bennep)
DE_BW_01_GMP_2016_0099 (Ynbm)

07.2019
07.2021
30r
1.326.000

¥nakoBka:
MNpownssogutens Ganka:

¥YnakosaHo:

MecTo nposeaeHus
aHanuaa:

MposnBoguTens
cybcTaHuyumm:

Boinyckatowwmin KoHTpons:

30 r / antomMuHueBasn Ty6a
MEPKINE TMBX
FPA®-APKO-LUTPACCE 3
89079-YI1bM

[epmaHnus

MEPKINE M'MBX
PA®-APKO-LUTPACCE 3
89079-YJIbM

F'epmaHusa

MEPKNE r'MBX
PAD-APKO-LUTPACCE 3
89079-YI1bM

lepmaHus

FIS-UTanus

MEPKINE TMBX

NMOABUI MEPKINE LUTPACCE 3
89143-BNNIAYEOWPEH
FepmaHns

Hukaknx sHauMTENbHbIX UK KPUTUYECKNX OTKITOHEHWIA, KOTOPbIE MOTYT NOBAUATL Ha
BbINYCK CEpWUM, HE 3aperucTpupoBaHo.

HacToawmum nogTeepxaalo, YTo ykazaHHas Bbille WHopmauus BepHa. [laHHan cepus
npoaykTa 6bina Nnpon3BeaeHa, BKNYas YNaKoBKY U KOHTPOIb Ka4yecTBa B NOHOM
COOTBETCTBUM C TpeboBaHuaMU GMP u cneundukaumn. 3anucu o NpPon3BoACTBE,
ynakoBke 1 aHanuie AaHHOW cepun cooTBeTCTBYIOT TpeboBaHuam GMP.

AaHHasa cepusi gonylueHa Ana peanusaumm.

23/08/2019

lModnucek
YNonHoMo4YeHHoe Nuuo

Crtpanuua 1ms 1
V18291/264167



KHOTpMMa3OJ'I-TeBa [larta nponssoactea:  07.2019
Kpem ans Hapy>XHoro npumMeHeHns Cepus: V18291
0
1% Cpok rogHocTm 07.2021
Monyuarens: Poccus Homep aHanmaa: 201904031639
TecThbl Cneundomkauus Pesynbrar
DU3IUKO-XUMUYECKHue
nokasartenu:
Onucanune "omoreHHbI kpem 6enoro LseTa COOTBETCTBYET
BaskocTb 800 — 2500 mlMa*c 1378 mMa*c
MoanuHHOCTL:
KnoTtpumaszon (B3XKX) AOMKHO COOTBETCTBOBATL COOTBETCTBYET
RO RUNERON OIXHO COOTBETCTBOBATL COOTBETCTBYET
(cnekTpodhoTomeTpus) A Y
Benaunosbliit cnupT (B3XKX) AOIMKHO COOTBETCTBOBATL COOTBETCTBYET
MocTopoHHKe Nnpumeck:
o-xnopeHmngudeHnnIMeTaHon He 6onee 0,5 % <0,10 %
EanHunyHasn
HengeHTuULMpoBaHHas He bonee 0,2 % <0,05%
npumMech
CymMma HenmaeHTUUUMPOBaHHbIX o .
npumecei He 6onee 0,5 % <0,05 %
Cocras/1 r kpema:
KnoTtpumason (B3XKX) 9,5-10,5mr 10,1 mr
95-105% 101 %
beHannosbih cnupT (B3XKX) 19,0-21,0 mr 20,0 mr
95 -105 % 100 %
MukpoGuonoruyeckas
YuCcTOTa:
Esp. ®apm.2.6.12/2.6.13 AOMKHO COOTBETCTBOBATL COOTBETCTBYET
EBp. ®apm. 5.1.4
Ob6Lyee yncno aspobHbix
MUKpoopraHusmoB: He Bonee 100
KOE/r
ObLyee YMCNO APOXOKEBLIX Y
nnecHesbiX rpuboB; He Bonee 10
KOE/r
S.aureus: oTCcyTCTBYET/T
P.aeruginosa: otcyTcTBYET/I
O I Digitally signed by Olga Parkhomenko
MNepeson sepen ga e o Rl ot g W
Pa rkho m en ko Zrll;?ii:gglg:.r::::::r::‘:ko@aclaws.mm
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[aHHan cepuA cooTBeTCTBYeT TpeGoBaHMAM cneuundmrkaumm
Mepkne MmEX 23/08/2019 [lodnuck



