teva

Koa marepiany
Cneyndikauin
Onuc matepiany

7224521024
QDPC013620 V3

Cepin 100061814
Aata BUpoBHULTEA 25 Tpaena 2024
¥moBu 36epiranHa Huxwue 25°C
ApxisHa KinbKicTb 12

Nikapcbra popma
Cuna aii/ AKTUBHICTL

Kpaina noxogskeHus “ecbra PecnyBnika

PO3YMH ANR MICUEBOI0 33CTOCYBaHHA

XnopHitpedenon 10 mr/mn

S

13-4epBHa-2024
12:32:49

Ceptudikar Bunycky cepii

Homep cepii gna iHcnekwyii 40000258123

HITPOBYHIIH, posunH 4n9 30BHIWHLOro 3acTocyBamns, 10 mr/ma, Not (1 dnakoH x 25 mn)

Po3mip cepit
Crpok npugatHocTi
flata nakysaHHn

76380 ynakosok
KsiTeHnb 2029
27-29 TpaBHAa 2024

Twun naKkyBaHHA CrnaHwniz bnakoH
Po3mip ynakosku 1

Kof npoayKTy Ha pUHKY -

Kpaita-imnoprep YxpaiHa

Homep peectpauiitHore UA/10177/01/01
nocBigYeHHnA

Ainbuuug, wo signoeigac 3a eunyck cepii
Hazsa

agpeca

Homep AileHsii

Homep ceprydikaTta BiANOBIAHoCTI GMP

AinbHuusA, wo sianoeipac 3a koHTPONL cepii
Ha3ea

aspeca

HOMeED AileHsii

Homep ceptudikaTa signosigrocTti GMP

AinbHnua,wo signosinae 3a nakysaHHA cepii
Ha3sa

agpeca

Homep niueHsii

Homep cepTudirkaTa BianosigHocTi GMP

Tesa Yex IHaacTpi3 ¢.p.0,,

OcTpascbka 305/29, Komapor 747 70 Onaea, Yecbka Pecnybnika
22975/2/IN5/98

5UKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Tesa Yex lngactpia c.p.o.,

Octpaeckra 305/29, Komapos 747 70 Onaea, YecbKa Pecnybnika
22975/2/INS/98

5UKLS424838/2018, SUKLS293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Tesa Yex |ngacrpis c.p.o.,

OcTpascbka 305/29, Komapos 747 70 Onaea, Yeceka Pecnybnixa
22975/2/INS/98

SUKL5424838/2018, SUKL5293205/2018, SUKLS189852/2020,
SUKLS144362/2022

MNakyBantHi marepiaian SKU nakysaHHA Cepii Homep
nepernsy
Kopobka. S.NITROFUNGIN SOL.25ML S R{35X35X93)UA 3773807 7000051676 04
Kopobka, S.NITROFUNGIN SOL25ML S R{35X35X33)UA 3773807 7000074207 04
EmvreTra. E.NITROFUNGIN SOL.2SML S R{30X65)UA 3773906 7000051505 04
Etuketka, E.NITROFUNGIN SOL.25ML S R(35X65)UA 3773906 7000073106 04
IHCTpyKLiA, LLNITROFUNGIN SOL.25ML S R{A5,RP)UA 3774408 7000051121 03
IHCTpYKUIA. L.NITROFUNGIN SOL.2SML S R{AS,RP}LA 3774408 7000072910 03

Ainshyua, Wo eianosipae 3a BupobHuuTBO Cepii
“in bulk”

Ha3Ba

agpeca

HoMep Aiueksil

Homep cepTudikaTa signogiaHocTi GVIP

Tesa Yex IHaacTpia ¢.p.o.,
Octpascbra 305/29, Komapos 747 70 Onaga, Yeckka Pecny6nrika
22975/2/INS/98
SUKLS5424838/2018, SUKI5293205/2018, SUKLS189852/2020,
SUKLS144362/2022

Onuc SKU Homep SKU cepii [aTa
BMpPOGHULTBA
NITROFUNGIN SOL.{VR} 5224500000 2000114921 25 TpasHAa 2024

LinbHuus BUpoBHMUTEA AiCYOT peYoBHHI
Hasea
agpeca

Homep Aluensii
HOMEp cepTugikaTa BignosigHocti GMP
Homep FE!

IHr.Maenira Foakosa, Xausia CPO
Mpymucaosuid Napk 309, KonpusHiue Bauosiye, 742 21, Yecuka
Pecnybnixa
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Teaa Yex iHdacmpus c.o.0.

Tenedon (Biddin konmpomo grocmi); +420 553 644 521




teva

Onunc SKU

Homep SKU

Homep cepii

XnoporiTpodeHon

1306404

5000021866

PoacaigyeaHHA - Hi

ffpouec Banipauii cepii - Hi

AiAcHUM A 3aTBEPAKYIO, WO HABEAEHA BULLE iHPOPMALIA € COPasKHLOID | TOUHGO. Lin cepia npoayKkTy Oyna BUTOTOBACHA,
BKKOYAIOUM NaKYBaHHA/MaPRYBAHHA | KOHTPOSb AKOCTI HA BUULE BKA3AHIN AinbHAL (AinbHMLAX) ¥ NOBHIA BigNOBIAHOCTI A0
BrMOr GMP, BCTAHOBAEHMMI MICUEBAM PETYAIOIOUUM Oprarom, i B sianosiguocti Ao cneuudikawitt Toprosoi siueHzii kpaixu-
imnoprepa. MpoToKkonk BUPOBHUITEA, NaKYBaHHA | aHaAi3iB cepii ByN0 PO3rAAHYTO Ta BU3HAHO BiANOBIAHICTL GMP.

Bunyweno: Jiri Vavrik, ynoeHosameHa ocoba.

JOKYMEHT CTBOPEH M B ENEKTPOHHIN CUCTEMI 2 BNEKTPORHMM NiAIUCOM

Aatafuac:13 uepeHa 2024, 12:32:47

.98 FTAeDIUg TROR~y{pantlzaless /W= {1fu/+o ZA)

J A u=3 >ga=134T oene 3y -~5a




tevda

CEPTU®IKAT AHAM3IB

Marepian: 7224521024 Ne cepTudikaTa: 40000258123
Cneundikauia: QbP0O013620 V3
Hazsa: HITPO®YHIIH, posunH ana 308HilLHBOrO 3acTocyBaHH#A, 10 mr/ma, Nel (1 ¢pnakoH x 25 mn)
Cepia: 100061814 KinbKicTb: 76380 yn.
OaTa eupobHULTEA: 05.2024 TepMmiH NPUAETHOCTI: 04.202%
METOLO
FIAPAMETPM TECTYBAHHS CRELMDIKALIA PE3Y/ILTATH
onnc Bizyanbro Mpo30opuid pO3YKH BiA KOBTGIO 40 38AEHO- Bianosigae
HMOBTOrO KOJLOPY 3 JRTKHMM 3arnaxom CrupTy.
JOEHTU®IKALIA
A) Xnopritpodenon (TLUX) QDP0O013621 A) Maama XNOPHITPOGEHGAY HA XPOMATOrPa Mi Bignosinac
BUNPOBYBaHOrO pO3YMHY BIANOBIAAE 32
NCAGHEHHAM Ta IHTEHCUBHICTIO 3abapBaeHHnA
NASMI Ha XPOMaTOrpami pa3yuHy NORISHAHHA,
B) XnopHitpodenon (IX) QDP0O013621 B} 4 nika xnopHitpodeHony Ha xpomaTorpami Bianosinae
BUNPOOYBaHCIO DO3YMHY BiAN0BIAaE YY nika
XNOPHITPOGEPONY HA XPOMATOrpami posUUHY
MOpPIBHAHHA.
C) TpueTuaeHraikeas (MX) QDP0O013621 C) 4Y nika TpMeTHAGHMNIKOAI Ha Xpomatorpami | Biancsigae
sMnpobyBanoro posvmHy signosigac MY nika
TPUETUNEHIAIKONG Ha XPOMATOrpami po3UMHY
NOPIBHAHHA.
MYCTHUHA p20 €8p. ®.2.2.5 0,934 - 0,942 r/cm? 0,938 r/cm?
BMICT OKPEMWMX YINTAKOBOK BianesiaHo He meHwe 25 mn 26 mn
cTasAapTam AKOCTI
3HAYEHHSA pH €6p. ©.2.2.3 3,0-5,0 3,5
BMICT
e ETaHon QGMOD01722 9,50-11,50r/25 mn 10,30 r/25 mn
* XnopHiTpadeHon QDP0O013621 0,238 - 0,263 r/25 mn 0,254 r/25 mn
MIKPOBIOAQTIHYHA MUCTOTA
* 3aranbHa KinbKicTs aepobHMx QGMO0001286 He Ginbiue 10% KYOQ/r 0 KyQ/r
MiKpoopraHismie
* 3aranbHa KinbKiCTb ApiNaKoBUX QGMO0001286 He binswe 10" KYO/r 0 KYO/r
Ta nieceHesux rpubis
e Staphylococcus aureus QGMO001286 BiacyTHA/T BiacyTHa/r
* Pseudemonas aeruginosa QGMO001286 BiacyTHs/T BincyTHA/T

AiicHum 7 3aTBEP/pKYIO, IO HaBefeHZ BUINE iHGOPMALA € OOCTOBIPHOK T4 TOMHOM. LUa cepia nposaykty Byna BurotoBnewHa,
BK/IDURIOUN NaKYBAHHA/MAPKYBaHHA | KOHTPONb AKOCTI Ha BMILE BKasaHill ginAnul {QiAAHKAX) B NOBHI BignoBigHoCTi 4o BMMOr
GMP, B3CTaHOBAEHWMMKM MiCLLEBUM perymoroqnm opraHom iB BI,[LI'IOBI;I,HOCTI 40 cneu,mdamau,m Toprosoi niuensii Kpamw imnopTepa.

Harta / Yac: 13.06.2023 / 12:32:47 CET
3aTeepakero:  liri Vavrik
YNoBHOBaeHa ccoba
- adikanit ;‘;“
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