GEDEON RICHTER ROMANIA LTD.

CEPTUOHKAT CEPHH  2241/2020

Haspanue npoaykuuu: JlenserTo® cnpeii TpancaepManbLHLIil, po3unn,1,53 Mr/nosy
Crpana-uMnoprep: YkpauHa
Homep perucTpaiMoHHOTO yIOCTOBEPEHHA: UA/17185/01/01
HasBanne MAX: OAO «I'eneon Puxrep»
Anpec: H-1103, Bynanemwr, yn. lempen, 19-21, Benrpus.
Cuna ne#icraun: Acrpaauon 1,53 Mr
JlexapcTBenHas popma: TPaHCIAEePMANBHEIHA cripeii pacTeop
Pasmep # THN ynakoBKH: ¢naxone x 8,1 mu B annmkarope Nel
Homep cepun: F0902D (F0902)
Howmep cepuu AIIU: 0044M60 (JO1058N)
Hara npoussoxacrsa: 09 2020
JlaTa HCTEYEHHS CPOKA IONHOCTH: 09 2023
Pa3mep cepun: 4 000 xopoboxk
Teneon Puxrep Pymeinus A.O.
Aanpec: yn. Kysa Boxa, 99-105, Tupry-Mypeum, xyaeu Mypeu, 540306, Pymuinus
Homep nuuensun va npounssoncrso: 13F
Howmep ceprugukara GMP: 021/2019/RO
PesyneTaTsl ananuza: CM. IPHJIAaraeMblii CepTHOUKAT aHANH3a

Hactosmmm ynoctorepsio, uro npusenennas ssume HH(OpPMALIHA NOMIHHHAA ¥ TO4HAR. JTa CepHI JICKapCTBEHHOTO
cpeicTsa 6buta HITOTORNIEH], BKIOYAs YTaKOBKY/MapKHPOBKY H KOHTPONb Ka4ECTBa, Ha YKa3aHHOM(BIX) BhILe
NPOM3BOACTBEHHOM(BIX) Y4acTKe(ax) B MOTHOM COOTBETCTBHH C Tpebosanmamu GMP MecTHoro perynupyloniero

opraHa ¥ cneuupHKaLKH, YTBEPKICHHO#H B cTpane-uMnoprepe. [IpoTokoms NPoOu3BOJICTBA, YNAKOBKM B aHAIM3OB
6BLTH EPECMOTPEHBI H YCTAHOBJIEHDb! B COOTBETCTBUH C crannapramu GMP.

Bbiiu mm Kakne-160 OTKNOHEHNA B OTHOMIEHUH MAPTHH?
0 [la, nononHuTeNbHAY HHOPMalKs NpIaraeTcs

Mer

KommenTapuu: YkasaHHas BBILIe CEpHsA BHITYIIEHa HA PHIHOK.

Cualified Person

Lara: 07.10.2020 /
%& Y /¢ 2 % Ao/ L, Ro Ro VYnonuomouennoe JIuuo

99-105 CUZA VODA ST. « 540306 TARGU-MURES » ROMANIA
TEL.: +40 - 265 - 264.067 « FAX: +40 - 265 - 268.875 « E-MAIL: officef@igedeon-richter.ro




FepeoH Puxtep PymbiHus A.Q.

CEPTUDUKAT AHAJTIU3A
IIPEIAPAT: JlenzerTo® cripeit Tpancaepmasibubiil, posunn,1,53 mr/aory
HOMEP CEPHH: F0%02D
JATA [TPOU3BOACTBA: 09 2020
TOIEH AO: 09 2023
TIPOU3BOIUTED: Ieneou Puxtep Pymumus A.O.
AJIPEC: 540306-Tripry — Mypeunr, Pymbihus
TECTBI HOPMBI PE3YJbTATBI
Duzuveckue mecmst

Onucauue kouTeHuepa

Buewmnnii Bua pacTBOpa
Cpeauss BuicBoGOXAaeMas 1034
B Havane

B KOHLUE

Cuna aktupauuu (n=5)

Yucnio paspaaok KOHTeliHepa
XapaKTepUCTUKH PACObIEHUA
Hoeumugpuxausuonnsie mecmeot
Octpaawon

OxTtHcanar

Hcnvimanua na sucmomy
lpusmecu secmpaduona
Hnansnayaneuvie

HEHMACHTHOHLHPOBAHHAIC [IPUMECH

Huauenayansneie
KAEHTH(HLUKPOBAHHEIE NPUMECH™
Cymma nipumeceit

Ipumecu oxmucarama
Aruncanyuunar
Hunusunyanstbie

HEWICHTHHLMPOBEHHbIE IPHMECH

Cymma npumecei
Mukpobuoroeueckar yucmoma

Conepxanue 3Tanona
Konuvecmeeinnoe onpedenenue
CoaepxaHnue scTpanuona
(LC1= 1,7 % macc./06.)
Cozepxanne oxTHcanara

(LC1 = 8,5 % macc./06.)
OnHOPOAHOCTL JOCTABNEHHBIX A03
(o N3MEHEHRIO MACCHI)

B Havane

B KOHLES

LC! - saaBaenHo¢ conepmannc

* OTAENBHBIC KICHTH(HUMPOBAHHEIE IPUMECH: ICTPOH, 1 7-a-3cTpanmon, 9-AErHAPOICTPAIHON
B coorsercTim co Crieundurauueit I'eneon Puxtep Pymbinus A.O,

Kauecmso

07.10.2020

Crexngunsiit uiaxos BMECTHMOCTEIO 10 M, CHAGKEHHLI FEPMETUYHO COOTBETCTBYET
38KPBITHIM HACOCOM A03UPYIOLIEro fefiCTBUS ¢ pachsiuTenem ¥ GennM

aKTUBATOPOM, NIOMELLIEHHLIA B KOPITYC nepaaMyTpoBo-6enoro LBeTa ¢

KIanaHoM M xpsitukoil. CheMHaR KPBILLIKS, 3aKPLIBAIOLIAA OTBEPCTHE A4

PACILUICHHS, HMEET ¢ BHYTPEHHCH CTOPOHELI NPOKIAAKY.:

Ilpospauneiit, GecuBeTHBI HIH CBETIO-KENTHIA PACTROD. COOTBETCTBYET
1,53 mr+15% 1.50 mr

1,53 Mr+15% 1.50 mr
Cpennee 3Hauenue JJis Beex eaunnu: ve Sonee 45 H 36 H

Kaxnas unausunyansuas eaunuua: He Gonee 50 H 37H

56 ) 56
CpaBHUBAIOT CO CTAHABPTHOM COOTBETCTRYET
Bpems yaepaHuBaHuA MIKa ICTPAANONE HA XPOMBTOrPaMME COOTBETCTBYET
ofpasua npk 212 uM HaxofHTes B AHanasone £3% ot spemenn

YACPKMBAHHS MK HCTPAAHONA HA XPOMATOrPAMME CTAHAAPTA.

Bpems ynepkuBaHUS THKA OKTHCANATA HA XpOMATorpaMme obpasiia COOTBETCTRYET
tipn 280 HM HAXOZWTCA B AMANasoHe £3% OT BPEMCHH YACPKABAHHA

NIHKa OKTHCANATA Ha XPOMATOrpaMMe CTRHISPTA.

He 6oaee 0,1 % naowans/naowans < 0,06 "%

He 6onee 0,3% nuowans/muomans < 0,06 %

He Gonee 0,8% miomans/mwiomans < 0,06 %

He 6onee 0,3% nnowaas/niowans <0,10 %

He Gonee 0,5% nnomans/maomans <0,10%

He Gonee 0,8% nnowans/inomans <0,10%

Oburee konuuecTBo a3pobusix Gakrepuit(TAMC):ne Gonee 102 KOE/Ma < 10 KOE/un
Obuiee KOMUUECTBO APOKIKEBLIX U HIECHEBHIX MHKPOOPrAHKIMOB(TYMC

He Bonee 10" KOE/mn <10 KOE/ma
Staphylococcus aureus: Orcyrersyer B 1 mn COOTBETCTBYCT
Pseudomonas aeruginosa: Otcyrcrayet B 1 Mn COOTBETCTRYET
He menee 78,5% macc./macc. 852 %

95,0 - 105,0% 0T 3a4BJICHHOrO COEPXKAHHUA 98,3 %

95,0 - 105,0% ot 3asBacHHOrO conepKaHus 99.3%

TIpuemnemoe 3navenye (AV) < L1 (n= 10) i opuemnemoe 3navenue
(AV) < LI (= 30), 1 B 310M cyuse: MUHHMATLHOS SHANEHNHE

2 (1-12x0,01) M; marcamanshoe suasenwe < (1+L2x 0,01} M, rae AV =24
L1=150%; L2=250% s AV=133

v ) o 269-14-01 COOTBETCTBYET
Ksaymdbuuuposantoe Jluuo
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JEPXJIIKCIIYXXBA
AEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKII OBJIACTI

npocnekT Banepis JloGanoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo fIKiCTh BBE3eHOro B YKpaiHy JikapchbKoro 3acofy

30.11.2020 Ne 64447/20/10

JEH3ETTO®

(naliMeHyBaHHs J1ikapchkoro 3aco6y 3riaHo 3 PeECTpaniiiHUM noceiiueHHsM)
cnpeii TpaHcaepMaIbHUIA, po3unH, 1,53 mr/nosy; mo 8,1 ma po3uuny (56 103) y ckissHOMY
draxoni, sixuii 3a6e3meueHMil 103y10UUM HACOCOM 3 PO3MAIIOBAYEM i aKTHBaTOpOM; 1o 1
}raKoHy B aruIiKaTOPi 3 KOHIYHHM KYyOJILHHM 0TBOPOM, 10 3aKPHBACTHCH KPHIIKOI0, KA
MAa€ 3 BHYTPIlIHEOT CTOPOHH NOTIHHAIYY NPOKJIAAKY; 1o 1 aNJIKaTOpy B KAPTOHHI
Kopooui

(dopma Bummycky, 103yBaHHS, BUX MaKyBAHHS JiKAPCHKOTO 3acoly)

Homep peectpauiittoro nocsimuenns UA/17185/01/01 crpox nii peecrpauiiinoro nocsimuenns 24.01.2024

Cepis nikapcbkoro 3aco6y Ne F0902D KinexicTs BBe3€¢HOTO Jikapcbkoro 3aco6y 300
BupoGruxk I'exeon Pixrep Pymynist A.T., Pymynis
(HalimMeHyBaHHS BUPOGHHMKA JTikapcbkoro 3acoby, kpaiHa TIOXO/KEHHS)
Baeseno B Ykpainy CrinbHe yKpaiHChK0-€CTOHChKE ANPHEMCTBO y dopmi ToBapucTBa
3 o6MexxeHoI0 BiTnoBigaapHicTIO "Onrima-®apm, JITX", inent. xox:’
21642228

(waimenysanns Ta kox 32 CAPTIOY 1opunugHoi oco6u a6o Tpi3eue, iM's, 10 6aTEKOBI (izHunOT
0co6M - MiznpuemL, ii MiClie MPOXHBAHHS Ta peecTpaLiiumit HoMep 06J1iKOBOT KapTKH MIaTHHKA
noJatkis abo cepis Ta HOMep macnopta)

ITpotoxon Bizyansnoro kourpomo Bix 24.11.2020 Ne 4103/9.

3a pesynbTaTaMu JepKaBHOTO KOHTPONIO BCTAHOBJEHO, 1IN0 mikapchkui  3aci6 BBeseHo B VkpaiHy 3

AOTpUMaH BHMMOT 3aKOHOZIaBCTBA MIOAO 3a0e3MeYeHHs JOCT] JIIKAPCHKUX 3ac06iB.

61 R / " /)7 — Onexciit COJIOMIPAIA

i N . . e . .
gﬂ'{(‘)m KOHTPOJTIO) (miamuc) (ininianu Ta npizsume)
1 g




Mepexnap Ha yKpaiHCbKy moBy

FepeoH Pixtep PymyHin A.T.

CEPTHU®DIKAT CEPII 2755/2020

Hasea npoxyxkuii: JlenseTTo® cnpeii TpaHcaepMaLHuii, po3unn 1,53 Mr/ao3y

Kpaina-iMnoprep: Vkpaina

HoMmep peectpaniitnoro nocsiguenns: UA/17185/01/01

Hassa MAX: BAT «I'eneon Pixtep»

Appeca: H-1103, Bynanewr, Byn. Jempei, 19-21, VropiuHa.

Cuna it Ectpanion 1,53 mr

Jlikapceka ¢opma: TpaHCAepMalbHUH cIipei po3uuH

Po3mip i TMD ynakoBkwu: ¢nakon x 8,1 mx B annikaropi Nel

Howmep cepii: FOBO1A (FOBO01)

Howmep cepii AITI: 0034MAO (JO5004N)

JlaTa BUpOOHUIITEA: 11 2020

TepMin npuaTHoCTi: 112023

Po3mip cepii: 3 000 xopobox
I'egeoH Pixtep Pymywnig A.T.

Anpeca: ByJ. Kysa Boze, 99-105, Tupry-Mypew, xyzeus Mypern, 540306,
Pymynis

HoMmep ninensii Ha BUpOGHHLTBO: 13F

Homep ceprudixara GMP: 021/2019/RO

PesynbTaTi anamizy: JuB. ceptHdikart aHamizy

Llnm 3acBindyro, wo HaBeneHa BuILe iHpopMaLis CnpaBxkHs | TOYHa. s cepia nixapcbkoro 3acoby 6yna
BHI'OTOBIICHA, BKIIIOYAI04H YIAKOBKY/MapKyBaHHs Ta KOHTPOJIb AKOCTI, Ha 3a3HadYeHil(-NX) Bulle BUPOGHU (-
HMX) INAHII(-KaX) y HOBHiH BinnosignocTi 10 BuMor GMP wmiciieBoro PETYNATOPHOrO OpraHy Ta cneuudikarii,
CXBAJIEHO1 B KpaiHi-iMnopTepi. IIpoTokoIN BHPOGHHULITBA, YIAKOBKH Ta aHANI3iB Oyu nepernsHyTi i
BCTaHOBJIEH] BiMOBiIHO 0 cTanpapTisB GMP.

Yu Oynu sAki-HeOyAb BiOXUICHHS napTii?
o Tak, nonatkoBa iHpopMaLis HagaeTbCs
X Hi

Komenrapi: Bkaszana BuILe cepist BUITylleHa Ha pUHOK.

Harta: 04.12.2020 I'anna Xapko, YrosHoBaxkeHa ocoba
(nigmuc)

3aBipuB OcBanbaa Epxeber

BAT «TeneoH Pixtep»

(miamuc)
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MNepeknap Ha ykpaiHCbKy moBy

FepeoH Pixtep PymyHia A.T.

CEPTHUP®IKAT AHAJI3Y

Jlikapcekuii 3aci6:

Jlenserro® cnipeii TpancaepManbHuH, posurH 1,53 Mr/nosy

Homep cepil:

FOBO1A

Jlata BUpOGHHIITBA:

11 2020

TepMmiH npunaTHoCTI:

112023

BupobHuk: I'encon Pixtep Pymynis A.T.
Agnpeca 540306-Tupry — Myperu, PymyHhis
TECTH BHUMOI'H PE3YJILTATH
Dizuyni mecmu
Onuc koHTelHepa Cxnsnuii dnakon mictkictio 10 M, sikuii 3a6e3neyeduii
FEPMETHYHO 3aYHHEHHM JI03YIOYUM HACOCOM 3 PO3MMITIOBAYEM i
6inuM akTHBATOPOM, AKHI MIOMILIEHHI B KOPITYC NepIaMyTpoBO-
6inoro KobOpy 3 KIamaHoM Ta kpHuiKoto. Kpuuika, ska
3HIMAETBCA Ta 3a4MHAE OTBIp 1A PONMIICHHS, MaE 3 BHYTPIiIIHBOT
CTOPOHH IPOKJIAJIKY. BiANOBiAa€
30BHILIHIH BUTIAA Iposopuii, 6e36apBHuil aGo CBITA0-KOBTHII PO3YHH BiiNOBiAa€
PO3UHHY
Cepenns n03a BUBINLHEHHS
Ha nouatky 1,53 Mr £+ 15% 1,59 mMr
B xinni 1,53 Mr+ 15% 1,59 mr
Cuna aktuBauii (n=5) Cepense 3HaueHHA VIS BCIX OOMHHLG: He 6utsle 45 H 38H
KoxHa inuBiayansHa onuauug: He 6imsmwe 50 H 38H
Yucno pospsnok 56 56
KOHTEHepy
XapakTepucThka IopieHrorOTS 3i cTanaapToM Biamoeimae
O3MTHIIEHHS
Toenmudpixayin
Ecrpanion Yac yTpuMyBaHHS MiKy ecTpafiony Ha Xpomarorpami 3pasky npu Birnosinae
212 HM 3HaXONMTKCA B AianasoHi +3% Bix yacy YTPUMYBaHHS iKY
€CTpajiioNy Ha XpOMaTorpami CTaHaapTy.
Oxrucanar Yac yTpuMyBaHHA NiKy OKTHCANaTy Ha XpOMaTorpami 3pa3Ky npu BIANOEBiAa€
280 HM 3HaXOAMTKCA B AianasoHi +3% Bix uacy YTPUMYBAHHA NiKy
OKTHCAJIaTy HA XpPOMATOrpaMi CTaHIapTy.
Bunpobysannn na wucmomy
omiwiku Ecmpaoiony
InnuBinyansHi
HeifgeHTHdikoBaHI He 6inbine 0,1% nnoma/nnowma <0,06%
JOMILIIKH
InpuBinyansHi He 6inbme 0,3% nioma/mioma <0,06%
ileHTH}iKOBaHI AOMimIKu*
CyMa nomimmok He 6insine 0,8% nnoma/miowma <0,06%
omiwku Oxmucanamy
Etuncaniumnar He 6inbine 0,3% nnoma/mnoma <0,10%
InnuBinyansHi
HeineHTngikoBaHi He 6inbme 0,5% nnomia/mioina <0,10%
JIOMIIlIKK
Cyma nomiox He 6inbme 0,8% nnoma/mioma <0,10%
Mikpobionoziuna 3arasibHa KinbKicTh aepoGHuX Gaktepiit (TAMC):
vucmoma He Ginbwe 102 KYO/mn | < 10 KYO/ma
3araneHa KifIbKiCTh JPiXIHKOBHX i ITiICHABHX MiKpoopraHisMir
(TYMCO): He 6inswe 10! KYO/mn <10 KYO/mn
Staphylococcus aureus: BIACYTHICTH B 1 M21 BiATIOBiTa€
Pseudomonas aeruginosa: BiACYTHIiCTh B 1 Mn BiANOBiac




MNepeknan Ha yKpaiHCbKy MoBY

FepeoH Pixrep PymyHin A.T.

Bumicr etaHony He meHie 78,5% m./m. 82,0%

Kinbkicue susnauenns

Bumicr Ectpagiony

(LC1)= 1,7 % mac./06.) 95,0 — 105,0% Bin BMicTy, sK1ii 3a9BJIEHO 103,6%

Bumict Oktucanary

(LC1)= 8,5 % mac./06.) 95,0 — 105,0% Bin BMicTY, SIKuii 3asBJIEHO 99,9%

OnHopiaHicTs 103, WO Tlpuiimansne yncno (AV)< L1 (n=10) a6o

JIOCTaBJISIOThCS Ipuiimansre uncno (AV)< L1 (n=30), B upoMy BHMAIKY:

Ha T10YaTKy MiHiMym > (1- L2 x 0,01) M; AV=31

y KiHIi MakcumyMm < (1+L2 x 0,01) M, ne L1=15,0; L2=25,0 AV=27

LC1 — BmMicr, akuit

3asBJICHO

*okpeMi iHAMBiAyanbHi JoMilukH: ecTpoH, 17-a-ecTpanion, 9-auriapoectpagion

AxicTn Y Bignoeianocri 3i cnemmdikatieto Teneon Pixtep Pymynia A.T. BiANoBigae
Ne 269-14-01

04.12.2020

VrioBHOBaXkeHa ocoba /mignmc/
I'anna Xapko

3agipuB Ocrasbia Epxeer
BAT «I'eneon Pixtep»
(niamic)
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GEDEON RICHTER ROMANIA LTD.

CEPTUGUKAT CEPHH  2755/2020

Hasganue npogyKuss: Jlenserro® enpeit TpuncaepMabublit, po3uud,1,53 MK/ao03y

CrpaKa-amrjoprep: Ykpauna
. Homep pervcTpaIOHHOTO YA0CTOBEPEHHE: UA/17185/01/01

Hazsairic MAX: OAOQ «[econ PrxTepn

Aapec: . ' H-1103, Bynanewr, yi. Jempen, 19-21, Benrpus.

Cina aeficTama: Scrpamon 1,53 Mr

JlexapcTsenHax hopma: TpascaepMantumit capefi pacTeop

Pa3sep 1 THR YNaKOBKH: {naxose x 8,1 su1 B annnukaTope Nel

Homep cephn: FOBOIA (FOBOI)

Honep cepui ATTH: 0034MAO (JOS004N)

Jlara npor3BoAcTBEA: 112020

Jlata: HCTEYCHHS. CPOKa TOAHOCTH! 112023

Pazmep cepun: 3 000 xopobox

: T'eneon Puxtep PyMunus A.O. ;

Anpee: : ) ya. Kysa Bon, 99-105, Tupry-Mypeut, xyaea Mypewt, 540306, Pymbuis .

HomMecp nyncHINN Ha NPOKHIBOACTBO; . 13F :

Homep ceprudiikata GMP: 021/2019/RO

PesynsTars anammsa: M. mpHnaraersdil cepTHGuUKaT anania

Hacroxmmt YROCTOBEPRIO, TTO MPHASAEHHAS FRINE KEGOPMAINA MOLNHHAAN ¥ TOTHAN. T2 CEPHR NERAPCTBEHHOTO
cpeactsa Gsma HITOTOR/CHA, BKIONAR YTIAKOBKY/MAPKHPOBKY H KOHTPONE KalecTsa, Ha YKa3aHHOM(BIX) BEIIIE
TNPOMIBOZCTBENHOM(KIX) Y4ACTKE{aX) B [I0AHOM COOTBETCTBHUIS C TPEGORAHMAMY GMP MECTHOLO PCryAHDYIOHICTO
Oprana u creunuKatiHg, YIBEPAKACHHOR B CTPaHC-HMNopTEpe. [IpOTOKOAN! NPOHIBOACTBA, YNIAKOBKY 1 AHANUIOR
6511 mEPECMOTPEHL M YCTARHOBIIEHE] 8 COOTBETCTBHH ¢ cTannapTamu. GMP,

e

Bumy i Kakue-MHG0 OTKIOHCHHA B OTHOWIENHH NAPTUH? . S
o Jla, AONONHUTCALHAS HHGOPMAIHR APHNArAETCR Ve . X
“ Her : j ~

KoMmenrapun: YkalaRHad BLlIIC CEPHA BHOYINEHA HA PRIKOK,

i

* Qualified Person .

% ' i farg). HAM NA HARKG
Hara: m.1g.zozo pmiaﬁ i

VYnoanomoscaHoe fliyo

MBEPUT s - C C

95-105 CUZA VODA ST+ 540306 TARGLI-MURES * ROMANIA -

Ocsanpa Bpmeﬁer TbL. i) - 265 - 264,067 « FAX; *40 - 205 - 208.875» -MAIL: officefopedeon-richter.ro
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Feneon Puxrep Pympinna A.O.

CEPTUOUKAT AHAITIU3A
TIPETIAPAT: . Jemserro® capeit 1pancaepmwansnsiil, posuun,1,53 mriaosy
HOMEP CEPHH: | FOBO1A
JATA TIPOK3BOACTBA: 112020
FOJKER 20: 112023 H
NPOM3BOAMTEM: Teaeon Puxvep Pymunug A.O.
AIPEC: : 540306-Tutpry — Mypetn, PyMuinss
TECTH : _- _ HOPMB . PEIVJILTATbi
Guuueckue mecmn

Ounicanne KOHTEHREpa Crernanusiii hnaxos BMECTUMOCTBIO 10 MAt, CHABKCHHBIA TCPMETHYHO  COOTBETCTRYCT
: JAKPHITRIM HACOCOM A0IHPYIONLEro CHCTANA ¢ pacnibinTenes H GenuiM
ARTHBATOPOM. NOMEHIENKEI B KOPIYE NEPAaMyTPOBO-5€N0ro UReTa
KNANAHOM W KPIIKOA.CheMNIA KpLilika, 3AKPLIBAIOWIAS OTBRPCTHE AN
-PACTIRIACHIA, HMEET C BHYTPCHHCH CTOPORE IIPOKNRIKY.

.

Buewnnii an; pacrsopa Tpospaunnifi, GecrBeTHWH HNK CBETID-KENTHR pacTBOp. COOTBETICTRYET
Cpeassa sucsofoxnzemas 1039 :
B HRYUIE ’ 1,53 Mur +15% : 1,59 wr :
B XOHUE 1,53 Mr15% 1.59 wr ;
Cana ukrsaawgnt (n=5) Cpeanee suayenye nng seex eanmuy ne.Gonee 45 H 38H
. Kamzaar HHAMBMAYasHAA eannana: He Gonee S0 H 38H
Yncito paIpanox kokrefinepa 56 56
XapaxTepHCTHKH PRCRLUICHHA CpaBsHHBAIOT CO CTAHARPTHOM COOTBETCTBYST
Hoeumudurouuonisie mecmu '
3ctpaanon : Bpema yreprkuanHA NHKA ACTPRAKOMA HE XPOMATOTPAMME COOTBETCTBYET
: o6pa3tea npi 212 HM HAXOAXTCA B AHANAIOHE 3% OT BPEMEHN
: YASPRMBANNN NIKA FCTPAANONL HA XPOMATOSPAMME CTAHISPTA. R
Oxtxcanar ' BpeMa yacpaHBaniia IMKE OKTHCANATA HA XpoMaTorpamme obpa3sia COOTBCTCTBYET

npH 280 HM HAXOMMTCK B AHANA3OHE 3% 0T BPEMCHN YACPKHBAHNR
NHKA OKTHCAIATA HA XPOMATOFPAMME CTasaapTa,

Hcrumanus 5a yucmomy
Mpusecu simpoduoaa s
Usansuayansape {
achaeyTHOuuMposaunue npumecn  He Gonee 0,1 % mwromzmn/anonmazm <0,06 % ;
Huaxsuayansuse -
WRCHTH(UIMPOBARHKIE NPHMECH™ He 6onec 0,3% nrowans/nnomany <0,06%
Cyuma npumeceli He 6onee 0,8% mnowaas/nnouaas < 0,06 %
Jipuvecw oxmurasama :
Stuncankunnar He Gonee 0.3% nadwaas/naomans, <0,10%
Hransunyansune .
sennentHpHimposauutie mpusec  He Gonee 0,5% mnotuans/nomans <0,10%
Cymmy npuMecedt He Gonee 0,8% n:iomans/nnowsns <0,10%
Muxpobuoiocuneckas wemoma O6wee konu4ecTso apofinkix Gaxrepuii(TAMC):xe Bosee 102 KOENJ! < 10 KOE/Mn
) OGiee xONIIECTEO APONOKCBRIX H PACCHCBRIX MHXPDOPTaRIIMOB{TYMC)
He Bonee 10" KOE/ma < 10 KOE/Ma
Staphylacoccus aureus: Orcyrerayer B Imn - L. 7T CODYBCICTBYET
: Pseudomonas aeruginosa: Orcyrerayer B } sn _,»-““ COOTBCTCTRYCT
Conepxanse I1aHOTA He mcuee 78,5% mace./Mace. L 82,0%
Koauuecmeenuoe onpedenenue ’
CoaepxaHue 3cTpaiuona
(LC1= 1.7 % macc./06.) 95,0 - 105,0% 0T 32ABREHHOID COREPIBHIN 103,6 %
Concmmae OKTHCanaTa
(LCl= » Macc.{06.) 95,0 - 105,0% 0T 124RICKHEOTO COACPRAHUN 99,9 %
Onuopommcrb JoctarneHnx 703 pnemnesoe wmavenne (AV) S L1 (n= 10) win nipHesnemos 3nauesne
(no H3MEHEHUI uaccm) (AV) < L1 (n=230), n  770M CAYYAC: MURHMANLHOE JHAMCHIE
B HauaTE : ) >(l -LZxOOi)M MaRCHMabHOE Mmavenue < (§ + L2 x 0,01) M, rae AV==3I
B KOHUC é =150%:12=250% AV=27 :
LC1 - samiaemioe CoepRaKHe i i
* oTacnbHLC uzca‘rmbmpomuue APHMECH: 3CTROH, 1 7-a-3cTpiadon, 9-ACrHRpoICTP2AHOI gt
Kauecmeo B:coornercrsiy co Cnenuduxaunel Menaeor Puxtep Pymutuna A.O. N 269-14-01 coorBercTBYET
04.12.2020 ; Ksanud e iBio 3ABEPWN
' " A RARKO Ontd-C j
Ocsanpa Dpx ;
99-105 ya. KV3A Bona sAoaoﬁL'igrv'ﬁwem + PYMUTHTS OAO regeoa"p:" fﬁi; f

TEJT +40 - 265 - 264.067 + DAKC; +40 - 265 - 268,875 « INEKTPOHHAA [IOMTA: office@gedeon-richter.ro

s A —— L g




JIEPXKJIIKCIIVIKBA
NEPXKABHA CJYKBA 3 JIKAPCHKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocriekt Banepis Jlo6anoscrekoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3¢HOro B YKpaiHy JlikapcbKOro 3acody

19.04.2021 Ne 18232/21/10

JEH3ETTO®

(naliMeHyBaHHs Jikapcbkoro 3aco0y 3riAHO 3 PeeCTpauifiuM OCBIAYEHHAM)
cripeil TpaHcaepMaabHul, po3dnH, 1,53 mr/mosy; mo 8,1 mu poszunny (56 103) y ckiasiHomy
baakoni, axuii 3a6e3neueHnii J03YIOMHM HACOCOM 3 PO3NIKJIIOBAYEM i aKTHBATOPOM; no 1
¢aakony B amIikaTopi 3 KOHIYHUM KyNOJILHHM OTBOPOM, 10 3AKPHBAETHCS KPUIIKOIO, IKA
Mae 3 BHY TPIlIHBLOY CTOPOHH NMOrTHHAIOYMY NPOKJIaAKY; 1o 1 anulikaTopy B KapToHHii
KOpoOui

(dopma BumycKy, 103YBaHHS, BUIL IAKYBaHH3 JikapChKOro 3acoby)

Howmep peectpauiitroro nocsinsenns UA/17185/01/01 ctpox aii peectpauiitnoro nocsizuenns 24.01.2024
Cepis nikapcbkoro 3acoby Ne FOBO1A KinbkicTs BBe3eHOrO nikapcskoro 3acoby 200

BupoGruk I'eneon Pixtep Pymynis A.T., Pymynis

(nHaiiMeHyBaHHs BUPOGHHMKA JTiKapcbkoro 3acoby, kpaiHa MoXoMKeHHs)

Baeseno B Yipainy CnisibHe yKkpaiHChKO-ecTOHCbKE NiaANpHueMcTBo y ¢popMmi ToBapucTBa
3 obMexenoro BirnosiganbHicTIo ""Onrima-®apm, JIT", igent. koa:

21642228

(nafimenyBauns Ta koa 3a €JIPTIOY iopunniHoi 0cobH abo npizeuie, iM'a, no 6aTbKoBi hizuuHOT
ocobu - nianpuemu, i MicLie NpoxHBaHHs Ta peecTpauifHKi HoMep 00.1iKOBOT KapTKK MIaTHIKa
noaarkis aGo cepis Ta HOMEp Nacnopra)

TIpoTokoa BizyaasHoro kontposio Bin 09.04.2021 Ne 1101/21.

3a  pesynbTaTamu JEpXaBHOTO KOHTPOJIO BCTAHOBJNEHO, 1O JIKAapcbkui  3aci6 BBe3eHO B VYkpainy 3
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