DAPMEKC

rPyrl

Hassa npenapary:

Kpaina-pupoGunk:
Peecrpauitine nocpimuenns: M

3rigHo 3

Q-CTII-06-2e3

OPUTTHANTOM

Ceprudgikar cepil gikapcbioro zacoby

crop. 1132

Aypinexcas, xpanai symmi 0,5 Mr/ma oo 5 Ma y pnaxoni, no 1 paaxoHy B nauui y

' KOMNJIEKT] 3 KPHIIKOW-KpanenbHHIeo

VYipaiua

UA/10132/61/01

Cuna iii/akTABHICTE: Jexameroxcun, 0,5 mr

Jlikapeeka dopma: Kpanai symsi

PoamMip Ta THI TAKYBaHHS: Ne 1y gnaxoni

Cepia Ne: 1870924

Poamip cepil: 18 244 ynaxeosox

JlaTa BUDOGHHUTBA! 04/09/2024

Tpunarauit xo 01/09/2028

Jineuuni 3 BupobHLUNTRG! Hex 3 sHpoduuEuTea iH'exIiRANX AiKapchKux 3acobin

TOB "d®apmexc [pyn"
08301, Vpaing, Kniscsxa o6, sicro Boprening, syauus illeayenxs, Gyauuox 100

Jimsrsuni 3 KOHTPOMIO AKOCT:

Binain xonrpomo sxocri TOB "®apmere Dpyn”

08301, Yipaina, Kuiscoka obi., micro Bopucniis, sysuus eswenka, Gyannox 100

Jlinensis Ha BYPOGHANTED cepis AB Ne 598046 aic 3 04.12.2012 poxy
gig’;“i”m BUMOBIAROCTL w0 (88/2023/GMP crpoxom ail o 21.07.2025
Ne w/nt [ToxasHHK SKOCTi Bumors MIGL PeayanTar
TIposopa Gesapsra piIMAZ 3 3aMAX0M
1 |Onmuc BeaGappia 11po3opa piHia 3 3AUAK0M COHpTY peope. apcmpgl
2 Hnenrudirauis I
CriexTp HOMIHHAHEA JOCTLIKYB2HOT0 DOITMHY Tpelapaty, B i
3 obnacti Bix 400 mv 1o 600 my nosuHen Maty "Aaeue” B MRACIMYM 538,75 um :
i adca obnacti ig 508 mM no 510 #M i MAXCHMYM IDH noBAUHI :
xuuri (540£2) ma. "rnege” pimnosinae
ITo CyXOro SANHIIKY NENAPATY OAAIOTH CIpIany KHCHOTY P | 3'spiisernos KOBTE 386apBIeHis, £ke
MEHMUA08a epyna i posunn Banininy B cipuanifi KHCIOTI; 3' ABAAETECA FKORTE DK IOAEBANHI RO P NEPEXOMNTH Y
dexaremorncuny JabapRIIenHs, Ke K HONABANH] BOXH P NepeXonuTs B MATHHOBO-9eBOHE.
MATHHOBO-HEPBOHE,
- BixdyBaETHCH XBpaKTepHHH 3amux
onaioTs poasan 100 /1 narpiio rixpokeHny P . /
emanon 213 gspe ;Iapngi: i SISO :;p s maxm tionodopMy i HOCTYHOBO YTROPIOLTHEH
14 po3 OfTy; BUITYB Xapaxrep! OBTHH 0CAL.
fonotopMy i mOCTYHOBO BHEHKEE JKOBTHE OCANL. :
CrnocTepira€Thcs XapaKTepHE POaring
xaopuou XapakrepHa peaxuis ik S
3 __|Hposopicre TTosuncH GyTH MPO3OPHM ITlpenapar npo3opuk
4  |Koanoposicts [osunen Gyra GeabapBREM Ipenapar Ges6apaHii
3
5 __|Tycrnua Bin 0,881 row’ zi0 0,887 r/ead’ 0,883 r/cu
6 _|Eramon He Menme 68,5 % 71,0 %
7  |06'em BmicTy korredtnepa  |He menme 5,0 Mn 5,0 xn
Kprrepil npritHsTHOCTI:
B npenapari AOMyCKAETECA 3aranbHa KinpKioTE
ﬁ (ET scurTeanaTHi aepofuux Mixpooprauiivis (TAMC) - 10 ae——
»,/@ KYOhan
4 Q i
A rpudis (TYMC) - 10° KY O/, Mlcnmcf
BincyrnicTs Staphylococcus aureus B 1M1 Bigcyrai
Bincyruicts Pseudomonas agruginosa 8 1M1 Bigcyrsi

e o 5 0L2F
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B io: 3TIAHO 3
OPUTIHANOM erop. 222

9 |Kinekicne sHinadenns Bix 0,45 mr o 0,55 mr flexaMeToKCHHY B | Mit Ipenapaty 0,52 Mr/va
10 |Haxysauns V signosixnocri 3 paMoramu MICH Binnmopinae
11 |Mapkysanus V pignopimsocti 3 srMoramu MICH Biznoninae
12 | ¥monu 36epirannn 36epiraTh b OpHriHaNEHill yIAKOBUi NPH TeMnepaTypi He Brme 25 °C.
s 4 poxu, Tepmis 30epiraHAs POITHIY NI/ POIKPHTTA
13 |Tepmin npuaarsocti PRl 2ty p P 0 09/2028
e lnaony 14 i a
BHCHOBOK! Bianosinae prvoram MKA g0 PIT NeUA/10132/01/01, amini Nel six 18.03.14 p., amini Ne2
Bin 02.03.17 p., anigi NETmin 20-02,18 p., amini Ned min 08.10.18 p., smini Me5 sin 11.08.20 p.,
" 3 0 £ - T ¢ RS .
KomerTapi: 3mini %&Zﬁmﬁfpﬁ;ﬁmwﬂ pin 03.08.23 p. Ta 3mini Ne8 mig 11,12.23p.
— I5sr  SAe

Hauanpinxk BKA Binan P.M.

L 0T ZOAS

5, e,
1lam £ 3aCBiMYIO, MO HABE/IEHA BHINE indopmMais € xoc?&s;pyéfq G _Iiifg':?ﬁro cepito npoxyKuit 6y10 BupolneHo (BRINCIAOTH
TAKYBAHAS/MapKyBANHA) T NPOBEAEHO KOHTPOE 1T SKOCTI Ha BHieaasHACHIH NimsHAN y noBHiH BianoBituOCT] 3 BEMOTAMH GMP,
BCTRHOB/CHUMY MICICBHM PEryJITIOPHNEM OPTAHOM, A TAKOA BiANOBIHO A0 crenndixanii, mo MICTATBCH ¥ PeeCTpauiinoMy A0CkE,
Tiporoxony BHPOOHUIITER, AKYBAHKS TA anaiisis Gyno NeperiaHyTo T8 BCTaHORICHO sianowizuicrs GMP

VnosHOoBOKEHA 0c0ba: Mozoms A.B. - W '/j’ &? ‘ZJ)

TOS sapussne Tpyns Phasmust Group, LLC

Sopvcnin, 05501, Vepaiva Goryh, 03501 Uhraine TOB «®APMEKC PYIl» |
o 138 (044 591 1016 o™ 158 {oa 201 10 18 [03BONEHO [0 PEAMISALIT
g-mall; Infoll pharnmes.com.ua sl nfod pharmes.comas

‘

Page 1/1



