’s

JEPXIIKCITYXBA
AEPIKABHA CIVIKBA 3 JTIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIH OBJIACTI

npocmexcr Banepis JloGauorcskoro, 51, m. Kuis, 03110, Teq/baxc: (044) 2753030
E-mail: dls. ko@dls.gov.ua, Kox EPTIOY 37078774

BHCHOBOK
HPo SKiCTH BRe3eHOro B YKpainy JHKAPCHKOro 3acoly

18.11.2019 Ne 74075/19/10

HOBO-IIACHT

(watbacHyBaRHS TiXapcnrOTD 38c06y 3riXko 3 peecTpanilinem HOCBITTeHHsM)
1abaerkn, BxpuTi oGononxeo, no 10 rabrerox Y 6aicrepi; no 1 6uricrepy B Kopobui
(popma rumiycxy, nosysenus, nag NARYBAIHS NKAPSLKOrO 38C05Y)

Homep peecrpanitinoro mocsimaenns UA/1830/02/01 crpok aii peectpaniifnoro noceimaenus 30.04.2020
Cepin nixapeskoro sacoGy Ne 100013116 Kimxicrs sBesenoro mixapcskoro sacoby 21600

BupoGapk Tesa Yex Innactpis c.p.o., Yecnka Pecny6iixa
(nathuenypanne sEpoSHUKA Tixapcrxoro aacofy, xpalua TOXODKCHHS)

Beeseno s Vipalny Tonaprerno 3 ofmexenoio sixnosizamsmicTIo "Tena Yxpalua", inenr.

xox: 34770471

(nabimeHysanms 1a xoj 38 €IPTIOY opBrRaHol ocobu afo npisrame, iM'E, o GeTLron] izmanoi

0CO0H ~ HinpueMis, it Mice NMpOXMBAHASY TA PeecTpaniitaull HoMep obairosoT KADTEH TRTHIE
nozarkis a6o cepis Ta HOMCp ImACHOpTA)

MpoToxoen Byyansroro sonrpamo aix 07.11.2019 Ne 4215/2.

3a pesymeratamm zepxassoro KOHTPOMC BCTAHOBIGHO, IO IHKAPCHKHM 3acif pmessmo B Vipaiwy 3
ACTPHUMAHHAM paMOr 3aKOHOIARCTBA OO 3abe3NeICHAN AROCT] THKAPCHKAX 3acobin.
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= te\#a CEPTUOUKAT AHA/IM3OB U COOTBETCTBUA
MatepnanbHblit Homep: 7704610024 Ne cepTudukara: 40000035881
Kayecrso: QDP0015440 V3
HassaHue; HOBO-TIACCUT, Tabnetku, nokpbitbie 060104k, No10 (1 6nucr. x 10 Tabn.)
Cepus: 100013116 KonnuecTso: 21600 yn.
faTa npousBoacTea: 08/2019 CpoK rogHoCTH: 07/2022
NAPAMETPbI CNEUMDUKALIMNA PE3Y/NBTATLI
ONMUCAHWME CBeTno-3eneHble 0BanbHLIe, MOKPLITHIE 060/104K0H, TabneTku ¢ Coorsetcrayer
AMHVel pasaoma Ha oBenx CTOPOoHaX,
WMOEHTUDUKALMA
A)  ®nasoHougb! (TCX) MATHa Ha XxpoMaTorpamme UCMLITYEMOro pacTBopa A0/KHbI CooTsetcTeyeT
COOTBETCTBOBATL MO NONOKEHUIO, BHEWHEMY BUAY W
MHTEHCHBHOCTM OKPAWKMBAHKMA NATHAM Ha XpoMaTorpamme
cTaHAapra.
B} TIsalidperesmnH (BIHKX) Bpems yaepuBaHMA 0CHOBHOMO NUKa Ha Xpomartorpamme
MCNLITYEMOTO PacTBoPa COOTBETCTBYET BPEMEHM YALDMMUBAHMA Cootsetcryer
OCHOBHOTO NUKa reaitdeHesrHa Ha xpomaTorpamme
CTaHAapTHOMO pacTBopa
CPEOHAA MACCA TABNETKMU (Onpegensior cpearion maccy 20 Tabnerox) 783 — 865 mr/Tabn. | 826 mr/Tabn.
OJHOPOAHOCTb MACCHI
- He meHee 18 u3 20 tabn. + 5% oT cpeaHei maccol Cootsetcrayet
- He6onee 2 u3 20T1aban. + 10 % oT cpeaHei macchl CooTeetcTByer
PACNAOAEMOCTb He 6onee 45 munyT 21 MHHYT
COOEPHAHWE
- PacTUTeNbHbIM 3KCTPAKT B 7,0—8,7 mar/Tabn. 7,7 mr/Tabn.
NepPecHeTe Ha XA0pPoreHoBYIo
KWCnoTy
- TsakideHesnH 190 — 210 mr/Tabn. 200 mr/Tabn.
MWKPOBWONOTMYECKMUE MPEAENBI
A)  OBuiee komuecTso aspobHbix A) He Bonee 10* KOE/r <50 KOE/r
BakTepui
B) Obujee konaunuecTso B) He 6onee 10°KOE/r <5 KOE/r
OPOHIKEBBIX U NAECHEBLIX
rpubos
C)  Ycroluuable K wenum C) He 6onee 10°KOE/r 0 KOE/r
rpamoTpULlaTenbHble
Bakrepum
D) Salmonella D) oTcyTeTeyeT/10 T otcyrereyet/10 1
E) Escherichia coli E) oteyTeTByet/r oTCYTCTBYET/T
F) Staphylococcus aureus F) oTcyreTeyet/r OTCYTCTBYET/T

Napametpbl OgHopogHoCTL coAepaHua U PacteopeHune — kawgaa 20-a cepwva TecTupyetca
Hacroawmm s ygocrosepsio, uto NPUBEAEHHAA Bblle MHOODMaUMA ABNAETCA NOAAMHHON U TouHON. ITa cepus npogykra 6bina

MPOMSBEAGHA, BKAIOYAA yNAaKOBKY/MAPKMDOBKY M KOHTPO/E KAYeCTBA HA BbIle YKAIAHHOM yuacTe SBCTHAYX) B NOAHOM
cooTBeTCTBMY C TpeBosaHuAmMM GMP, YCTaHOBNEHHBIMM MECTHIM PEryNaTOPHLIM OPIAHOM, U B COOTaE wﬁf&?&'«’f{cﬁqé\g@ Kaymamm
TOproBo#i NuueH3MM CTpaHbI-umnopTepa. MPOTOKO/bI NPOMIBOACTEA, YNAKOBKM U aHANMI0B cepun 6ufi0 PaccmoTpenG N hMaHaHo
cooTeeTCTBMe ¢ GMP. 5’6 JTEBA ﬂ\:ﬁ
Jata: 21.10.2019 (15:59:43) : yﬁ?;ﬁufi”}‘?
VTBEPAEHO! Jiri Vavrik : pgikadvit go

YNOAHOMOUEHHOE LD
3TOT AOKYMEHT Bbln CO3AEH B 3NEKTPOHHOMN CUCTEME C 3NeKTPOHHOW MO NUCkHo.

Tesa Yex Hudacimpuz c.p.o. Tenedpon (Omoen Kowmpona Kauecmea): +420 553 644 521
ya. Ocmpascka 29/305, 747 70 Onasa-Komapoe, Yewckas Pecnyonuxa Paxe (Omoen Konmpons Kauecmea): +420 553 644 523

Io9.9m 4003 or 0. 1222




teva

CEPTUOUKAT AHA/IM30B U COOTBETCTBMSA

MaTepransHbii Homep: 7704610024 Ne cepTugukaTa: 40000035881
Kauectso: QDP0O015440 V3

HassaHue: HOBO-NACCUT, tabnetkn, NOKpbITbie 06onovkoit, Ne10 (1 6amct. x 10 Tabn.)

Cuna peficteua: raaligeqesnH 200 mr, 3KcTpakT Hoso-Naceuta cyxoro 157,5 mr

NekapcreerHas dopma: TabneTku Ana nepeopansHoro NPUMEHEHUA, NOKPLITEIE 060/104KOT

YCnoBuA XpaHeHus: Ao 25° C Tun ynakoeku: bnuctep
Cepusn: 100013116 Koamuecteo: 21600 yn.
HaTa npoussoacrsa: 08/2019 Cpok rogHocTu: 07/2022

HaTta ynakosKku:
CTpaHa npoucxosaeHua:

27 - 28 aBrycT 2019
Yewckan Pecnybauka

\ﬂ)mep PerucTpaumMoHHOro CBlaeTeNbeTsa: UA/1830/02/01
CrpaHa-umnoprep: YKkpavHa
Homep cepuum “in bulk”:

UccnepoBanue:

2000012762

MpoLecc sanngaumy napTum:

Afpec Npon3BOACTBEHHON NAOWaAKK:

Homep npoussoacteeH ol AuueHsmnu:
Ceprndukar cooteercremna GMP:

Tesa Yex Mnpactpus c.p.o.,

yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yewwckan Pecnybanka
22975/2/INS/98

sukls238001/2016, Sukls424838/2018, sukls293205/2018, sukls132319/2019

Homep npowasogcTBEH HOM NULEHIMM:
Ceprudurar cootseTcTeua GMP:

AZpec n/olWaakK OTBeYaIOLEN 33 YNAKOBKy:

Tesa Yex MnpacTpus c.p.o.,

yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yewckas Pecnybauka
22975/2/INS/98

sukls238001/2016, Sukls424838/2018, sukls293205/2018, sukls132319/2019

AApPEC NAOWAAKK OTReYaloLWeN 3a KOHTPO/b
KayecTsa:

Homep npov3soacTseH HOM AnLeH3uu:
CepTudukar cootsercTema GMP:

AAPec NacIlaaku oTsevaioLeld 3a BbINYCK

Homep npoussogcteeH Hoii NWLEH3NK:
Ceptndukar cooTeeTcTBMA GMP:

Tesa Yex MHazcTpus C.p.o.,

yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yewckas Pecnybnuka
22975/2/INS/98

sukls238001/2016, Sukls424838/2018, sukls293205/2018, sukls132319/2019

Tesa Yex MHgacTpus c.p.o.,

yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yelickas Pecny6auka
22975/2/INS/98

sukls238001/2016, Sukls424838/2018, sukls293205/2018, sukls132319/2019

MaTtepuansHelii Homep AdU

1045600 | Cepua ADU: 5000004484

HassaHue AdU

lBaiideHesnn, Esp. O.

Anpec Npou3B0ACTBEHHON naouwanku AdU:

Cuntxokem J136¢ Mpaitaumr, 1911 WHpacTpuan 3ctedir, Xaitnepabag-
CaHatxHarap, 500018, NHaus

MaTepuancHelil Homep ADU

1045600 | Cepus A®U: 5000004483

HazBaHue AOKM

rBaiipeHesun, Eap, ®.

AZpec NpoW3B0ACTBEHHONA nnowaaku AQHK:

MarepuansHblit Homep ADK

CuHTxoKem /1abc NpaiisuT, 1911 WHAaacTpuan Screidt, Xaliaepabag-
CanarxHarap, 500018, UHans

4235602 | Cepua ADU: 5000005045

HazeaHune ADU

JKeTpakT Hoso-MaccuTa cyxoro

Aflpec NPOU3BOACTBEHHON nnowaaku AQK:

TeBa Yex MHgactpus c.p.o., Tanu,
yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yewcxas Pecnybauka

Martepuanbrblii Homep ADU

4235602 ‘ Cepua A®U: 5000005048

HaseaHne AdDU

JxcTpanT Hoso-Maccura cyxoro

Afipec NnpouzsoacTseHHOM naouaakm AdGK:

Teea Yex UHgactpus C.p.0., Tanu,
yn. OcTpascka 29/305, Onasa-Komapos, 747 70, Yewckan Pecnybauka

MatepuanbHeiii Homep AGK

4235602 | Cepus ADM: 5000005056

HassaHue ADU

3KcTpakT Hoso-MaccuTa cyxoro

Anpec NpowW3BOACTBEHHOM naouwaaku ADU:

Tesa Yex MHaacTpus c.p.o., Tanu,
yn. Octpascka 29/305, Onasa-Koma pos, 747 70, Yewckan Pecnybavka

Tesa Hex Hnoacmpus c.p.o,

yu. Ocmpascka 29/305, 747 70 Onasa-Komapos, Yewckas Pecnyoruxa

MHcTpykums  matepman 3831410 Cepuna 7000012270 Cratyc UameHeHua 02
Kopobka matepuan 3831307 Cepua 7000010540 Cratyc usmeHeums 02
Kopobka mMmartepuan 3831307 Cepus 7000010221 Cratyc u3meHeHua 02

Tenedhon (Omoen
Paxc (Omder Kor

JTEBA

Wy
e n AEE Ban RY




te%/q CEPTUD®UKAT AHANTU3OB U COOTBETCTBUA
MartepuanbHbiii Homep: 7704610024 Ne ceptudpumKara: 40000035881
Kauecteo: QDP0015440 V3
Hazsanue: HOBO-MACCHT, Tabnertku, NoKpbITLHIE o6onoukoii, Ne10 (1 6awmcr. x 10 1a6a.)

Cuna gelicteva: reaiideHesuy 200 Mr, JKCTPaKT Hoso-MNaccuTa cyxoro 157,5 mr

Nekapcraertas dopma: TabneTku Ana nepeapansHoro NEHMMEHEHUA, NOKPbITbIEe 0BOA0YKOM

YCNOBUA XPEHEHMA: fo 25° C Tun ynakosku: bavctep
Cepus: 100013116 Konvuecrso: 21600 yn.
[Lata npowssoacrsa: 08/2019 CpoK roaHocTu: 07/2022
Aarta ynakosku: 27 - 28 asrycT 201

CTpaHa npoucxowaerus: Helckan Pecnybanka

Hactoswnm a yoocrosepsio, uto NPUBEAGHHAA BbIE MHPOPMALIMA ABAACTCA NMOAIMHHON M TOMHO. 37a cepus npogykTa 6bina
npousBeseHa, BK/4Yan YNaKkoBKy/MapKupoBKy u KOHTPONL KaYeCTBA Ha Bbile yKazaHHOM yyactke (yy4actkax) B nosHom
COOTBETCTBAM ¢ TpeboBanmamMu GMP, yCTaHOBAEHHbIMM MECTHBIM - DEryNATOPHBIM - OPTaHOM, W B  COOTBETCTBUM  Co
cneuudmkaumamn Toprosoit AuueHsum CTPaHbI-MMNOopTepa. MPOTOKOMLI NPOU3BOACTBA, YNAKOBKM W aHanM3oB cepun Bbino
PECCMOTPEHO M NPU3HAHO COOTBETCTBME ¢ GMP.

Aara: 21.10.2019 / 15:59:43

YTeepwAaeHo: liri Vavrik YNonHomMo4eHHoe AnLo)
LaTOT;J,OHVMEHT Bbln cO3AaH B 3NEKTPOHHOM cHcTeme ¢ /IEKTPOHHOM NOANUCHIO.

Tesa Yex Hudacmpus c.p.o, Terechon (Omdea Konmponsn Kavecmea): +420 553 644 521
ya. Ocmpaacka 29305, 747 70 Onasa-Kosmapos, Yewckan Pecnyémixa Daxc (Omden Koumpons Kauecmea): +420 553 644 523
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