CEPTU®IKAT CEPIT

Cropiima liz2

Koo mamepiany: 7231511024 Ne cepmugpixamy: 40000031032

Hricmo, QDP0081839V1

Hasea: CAHOPHH, crpeii Hasaabuuif, pounn, 1 Mr/ma, draxon Ne 1 (1 pnaxon mo 10 mux)

Cuna/Axmusnicms Hadagoniny Hitpaty 1 Mr/mn

Jikapcoka popma:  Crpeit HasabHHMA

Ymoeu s6epieanns:  He suie 25°C Tun ynaxoexu: IMnactrkoBa nsmika 3
MEXaHIYHHM PO3NHTIOBAEM

Cepia: 100011429 Kinvxicmy: 92583 ym.

Hama 03.2019 Tepmin npudamnocmi: 02.2023

BUPOOHUYMEBA:

Lama naxysanns: 28 Gepesns - 01 kBiTHA

2019

Kpaina eupobrux: Yecwka PecniyGriika

Homep peecmpayitinozo  UA/2455/04/01
noceiouennn;

Kpaiua ivmopmep! VYkpaina

Cepis in bulk: 2000011452
Poscnioysanns: Biacyrsi
IIpoyec sanidayii cepii: ~ Bincyrnii

Bupobuuua oinsuyys: Tesa Yex Inmactpis c.p.o., Ocrpascka 29/305, Onasa Komapos, 747 70, Yecbka
Pecnybnika
Homep niyensii: 22975/2/INS/98 Cepmugbixam GMP: SUKLS163772/2014,
SUKLS238001/2016
Hineruys naxyeanms. Tesa Yex Inpactpis c.p.o., Octpascka 29/305, Onasa Komapos, 747 70, Yecska
Pecrniytaixa ;
Homep niyensii: 22975/2/INS/98 Cepmugpixam GMP: SUKLS163772/2014,
SUKLS238001/2016
Hinenuys koumpono: Tesa Yex Inmactpi3 c.p.o0., Octparcka 29/305, Onasa Komapos, 747 70, Yeckka
Pecniybnika v
Homep niyensii: 22975/2/INS/98 Cepmughixam GMP: SUKLS163772/2014,
SUKLS238001/2016
Hinenuys eunycy cepii:  Tesa Yex Iumactpis c.p.o., Octpascka 29/305, Onasa Komapos, 747 70, Yeckka
Pecirybnika
Howmep niyensii: 22975/2/INS/98 Cepmugpivam GMP: SUKLS163772/2014,
SUKLS238001/2016
Homep ADI 1163207 Cepin ADI: 5000000703
Hazea ADI: Hadasoniny nitpar, €0
Hinvruyn eupobruymea
ADI: Jlo6a ®einuemi 'MBX, ®exprace 7, ®imamenn, 2401, Asctpisa

Howmepa Makeris yrnakosox:

Ynaxogra: Marepiam4150702 Cepia: 7000010687 Bepcia: 03 W%
Ynaxoska: Marepiam:4150702  Cepin: 7000008287 37 s
Inempyryia: Marepian:4150603 Cepis: 7000010850 K¢
Inempyxyin: Marepiam4150603 Cepia: 7000008454

Emuxemxa: Marepiam:4150502 Cepia: 7000010609

2

TEBA Yex Inoacmpiz c.p.o.
ayn. Ocmpascka 29/305, 747

Yecoxa Pecnybnixa

70 Onasa-Komapos

o b o
Teneghon (Biodin Konmpomo }Ixocmmm%4 521
Daxe (Biooin Konmpono Axocmi): +420 553 644 523
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CEPTU®IKAT CEPIL

Cropinka 2 i3 2

Koo mamepiany: 7231511024 MNe cepmugpivamy: 40000031032
Axicmv, QDP0081839V1
Hasea: CAHOPHH, cnpeit nasaasnuii, posunn, 1 mr/ma, daaxon Ne 1 (1 ¢paaxon mo 10 miy)
Cuna/Axmusnicme ~ Hacdazoniny Hitpary 1 Mr/mn
Jixapcoxa popma:  Cripel HasanpHui
Vmoeu 36epicanns:  He suume 25°C Tun ynaroexu: Ilnactuxosa niduxa 3
MEXaHIUHUM PO3NHITIOBAYEM
Cepia: 100011429 Kinvxicmy: 92583 yn.
Hama 03.2019 Tepmin npuoamnocmi: 02.2023
suUpoOHUYIMBA:
Hama naxyeanus: 28 Gepesns ~ 01 kBiTHA
2019
Kpaina eupobrux. Yeceka Pecniybuika

CripaBxHiM 4 3ac
BUpOOIEeHa, yIako
sumor GMP, sum
[TOCBIAYEHHA Kpail
PO3TJIAHYTO T2 B3

Biguylo, 140 HaBeIeHa BUINe iHGOpMALIS € CrpamxHBOK Ta TouHO. 14 cepis nponykty
BAHA T MPOKOHTPONILOBAHA HA BHILE3a3HaYeHi it BUpoOHMUIH AiEHALI y MOBHiM BinmoBixHOC
or Micuesoro Perynatoproro Oprany, Ta y Bignosigunocrti a0 creuudikauii mo Peectpaniit
HH iMmoprepa. IIponieck BUpOGHUIITBA cepil, HaKyBaHHS Ta aHAI3IB Ha MIACTaBi HPOTOKONIB ¢
3HaHO BifnoBigHicTs 70 GMP,

Dyna
Ti 1o
HOTO
DYI10

Hama:

3ameepoorceno:

He# noxyment 6yr

25.04.2019

€na CaponroBa
YnosuoBaxkena ocofa

3 CTBOPEHUI B @NEXTPOHHIH chcTeMi 3 €1eKTPOHHUM MANHCOM.

TEBA Yex Inoacmpiz c.p.o.

eyn. Ocmpascxa 29,
Yecora Pecnybnixa

Tenechon (Biodin Kowmponro Skocmi): %420 553 644 521

305, 747 70 Onaga-Komapos @axce (Bidodin Konmpomio Axocmi): +420 553 644 523




CEPTU®IKAT AHAJII3IB

CTopiima liz2

Koo mamepiany: 7231511024 Ne cepmucpivamy: 40000031032

Axicmy: QDP0081839 V1

Hasea: CAHOPHH, cripeit nasanbauii, posuns, 1 Mr/mi, dnakor Ne 1 (1 dmaxon mo 10 mm)
Cepin. 100011429 Kinvxicmp: 92583 ym.

Hama 03.2019 Tepmin npudammnocmi: 02.2023

supobHuYmsq.

OITHC

[Mpozopuii, Gesxonsoposuit pozunt | Binnoeinae
6e3 3amnaxy.
INEHTHOIKALIIA
¢ Hadasoniny HiTpary Yac yrpuManHi [fiKy Hadasominy | Bimmosinae
HITpaTy Ha XpOMaTorpami posuHHY,
WO JOCHIMKYETRCA, Binosigae yacy
YTpHMaHHA Ky Haas3oJiHy HiTpaTy
Ha Xpomarorpami CTAHNApTHOTO
PO3UHHY.
e  MerwmapaGeny Yac YTPUMAaHHA miky | Binnmosinae
MeTwmiapaGeHy Ha Xxpomarorpami
po3uMHYy, 10  JOCTiIKyeThed,
BimoBinae wacy yTpUMaHHS HiKYy
meTunnapabeHy Ha Xpomarorpami
CTaHJAPTHOTO PO3YHHY.
OFCAT HAIIOBHEHHA He mene nix 10 Ma 10 mn
THIHUBITYAJIBHOI O QJIAKOHY
TEPMETHYHICTH VITAKOBKH Binnosinae Bimmosigae
MACA OOHICI TO3H 0,060-0,080 r 0,073 r
KIJIBKICTH JJO3 B OTHOMY He menme nixk 120 127
DIAKOHI
JHAYEHHA pH 4,5-6,0 4,7
KIVILKICHE BU3HAYEHHA
e Hadasoniny nitpar 0,95-1,05 mr/mn 1,00 mr/mn
e  Merunnapaben 0,90-1,10 mr/mMn 1,00 Mr/ma
s BopHa ku¢1oTa 16,20-17,90 mr/mn 17,26 mr/mn

HOMILIIRH

Kucaoma

¢ Hadrunagerunenaiamin

s n-ziOpoxcubenzoiina

He Ginbwe 1,0% Big 3aasneHoro
BMicTy HadazoniHy HiTpaTy

He Ginbiue 0,5% Bin 3ageneHoro
BMicTy MeTunnapabeHy

<0,1% Big 3asABICHOTO BMICTY

<0,1% Big 3as4BIEHOro BMICTY

¢ 3arajibHa
e 3aranbHa

IUTICHABH
e Staphyloc

MIKPOBIOJIOITYHA YHCTOTA

KibKiCTh aepoGiB
KINBEKICTS

ApiXmKOBUX rpUbiB Ta

DCCUS aureus

Pseudomonas aeruginosa

He 6inpwe 102 KOE/Mn
He 6inbme 10! KOE/Mn

Bincyrai/mMn
Bincytni/mn

<5 KOE/Ma
<5 KOE/ MJI

TEBA Yex Inoacny
ayn. Ocmpascka 29,
Yecora Pecnybnirxa

1pis c.p.o.
305, 747 70 Onasa-Komapos

Tenechon (Biddin Konmpomo Hrxocmi): +420 553 644 521

Dakc (Biodin Kowmpomo Axocmi): +420 553 644 523




: Cropinka 2 i3 2
Koo mamepiany: 7231511024 Ne cepmucbiramy: 40000031032

Sxicmy: QDP0081839 V1

Hasga: CAHOPHH, cripeit nasaisumii, posuun, 1 Mr/mi, guaxon Ne 1 (1 ¢rnakod no 10 mn)
Cepis: 100011429 Kinvriemy: 92583 ym.

Hama 03.2019 Tepmin npudamnocmi: 02,2023

8UpoOHUYmMaa:

CEPTHO®IKAT AHAJIIZIB

crietudikanii o

CripaBxHimM 2 3acBi4yl0, 110 HaBejieHa Buile iH(OpMauis € cnpawkHboW0 i TouHOw0. Lig cepis mpomyxry ¢
TIPOKOHTPOJIbOBAHA BiANOBIAHO 10 BuUMor GMP, BuMor MiciieBoro PerynsTopHoro opraHy, Ta y BilIOBifHOCT

yyna
i 1o

PeecTpauiftHoro rnocsigveHHs kpainu iMnoprepa. Pesynsrati BunpoSyBane Gyno po3raaHyTO Ta
BH3HAHO BiAMOBIAHICTE 0 3apeecTpoBanol cnenmdiikarii.

Lama: 25.04.2019
3ameepoceno: €ea Casonrora
YnoBHOBaxeHa ocoba

Lie#t moxymenr Gyg

CTBOPEHHI B e/IEKTPOHHIN cHeTeMI 3 €IeKTPOHHEM HiANHCOM.

TEBA Yex Indacmpis c.p.o.
ayn. Ocmpascka 29/305, 747 70 Onasa-Komapos
Yecvra Pecnybnixa

Teneghon (Biodin Konmpomo Axocmi): +420 553 644 521
Daxc (Biddin Konmpomo Axocmi): +420 553 644 523




JEPXITIKCITYKBA

AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM YV KHIiBCHKIN OBJIACTI

npocrexr Banepis JIoGanoscskoro, 51, M. Kuis, 03110, Tei/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NPO AKICTH BBE3eHOro B YKpaiHy JIikapchKoro 3acoby

03.10.2019 Ne 630

CAHOPHH

95/19/10

(HaliMeHYBaHHS NiKapCHKOro 3aco0y 3rifHO 3 peecTpauitHUM HOCBIAYEHNIN)

cnpeii HasaabuuiL, pos4uH, 1 Mr/mi o 10 Ma y duiakeni 3 MexanmivauM po3nuTioBavuem; no 1

¢urakony pasom 3 anUIKaTOPOM [UIS NOPOKHHUAM HOCA B Kopo6Ii

(popma Bunycky, 103yBaHHS, BUA NAXyBaHHs JTIKapCsKOro 3acoby)

Howmep peectpauiiinoro mocsimaenns UA/2455/04/01 crpox nii peecrpauiiioro noceimernns 12.03.2072
Cepis nikapcexoro 3acoGy Ne 100011429 KinbkicTs BBe3eHoro mikapcskoro sacoby 34560

BupoGHik Tena Yex Inmactpis c.p.o., Yeckka Pecrybnika

(waitMeHyBaHHs BUPOGHNUKA JIKapChKOro 3acoby, KpaiHa TIOXOMKCHHS)
Bseseno B Vipainy
inenr. xox: 39927115

Tosapucrso 3 o6Mesxkenor Bignosinaaenicrio "KCAHTIC ®APMA", “

(nalivenrysanns Ta xox 3a €APIIOY topuauunof ocobu abo npispuie, iM's, no 6aTeroi Gisuanol

oco6u - nianpueML, 1i MicHe npoXuBaHKS Ta peecTpauiiinuit HoMep o6nikoBoT KapTKy
Nozjatkis &00 cepid Ta HOMEp HAacHoOpTa)

IIporokon BisyameHoro kerrpono pix 26.09.2019 N 3587/2.

3a pesynbTataMu [epKaBHOTO KOHTPONIO BCTAHOBNEHO, WO JNiKapchkuif 3aci6 BBeseno BV

AOTPHMAHHAM BHMOT 3dKOHOJABCTBA TIONO 3a6e3MeyeH s AKOCT JI X : 3acobis.

N T g™
o 1A wﬁ!p F
(V LA k‘)%

Tonosuuit ceniamict

MI3aTHHKA

KpaiHy 3

(nocanosa 0coGa opraHy AEpKaBHOrO KOHTPOJIO)

MIL
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JEPXIIIKCIIYXBA YKPAIHUA
HEPKABHA CJIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM YV KHIBCHKIM OBJACTI

npocriekt Banepis Jlo6aroscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy Jikapcbkoro 3acoby

31.07.2020 Ne 35989/20/10

CAHOPHH

(maliMeHyBaHHS JiKapcHKOTo 3ac00y 3T1IHO 3 peecTpalifiHuM MOCBi TUEHHAM)
crpeii Ha3aubHuM, po34rH, 1 Mr/vi mo 10 M y daakoni 3 MexanidHuM po3mmmoBavem; mo 1
(haakoHy pa3oM 3 aMUIIKATOPOM /LIS OPOKHHHH HOCA B KOPOOIi

(thopma BUIYCKY, HO3YBAHHS, BHA NaKyBaHH: JKapCHKOTo 3ac00y)

Howmep peectpariitaoro nocsingenns UA/2455/04/01 crpox nii peectpaniitaoro nocsiggenns 12.03.2020

Cepis nikapcrkoro 3aco6y Ne 100011429 KinekicTs BBe3eHOrO Tikaperkoro 3acofy 58023
Bupo6rmk Tepa Uex Inpactpis c.p.o., Yecrka PecmyGirika
(naliMeHyBaHHA BHPOGHMKA JKapCHKOTro 3aco6y, KpaiHa TOXOMKEHH)
Bgeesero B Ykpainy CuinbHe ykpaiHChKO0-eCTOHCHKe HiIPHEMCTBO Y GopMi ToBapHCTBA
3 oOmMerxeHor0 BinmosigaabuicTio "' OnriMa-Dapm, JITI", inenr. xon:
21642228

(nativenyBaund T2 xox 3a €PIIOY 1opumirgHOi 0coGu aGo mpizeuile, iM's, o 6aTEKOBi hisuarol
0cobu - mignpremus, i MicHe NPOXMBAHHS Ta PeECTpauifHui HOMep 06NiKOBOT KAPTKY IIATHHKA
nionarkis abo cepis Ta HOMep Hacmopra)

IIporoxon BisyansHoro koutposo six 23.07.2020 Ne 2303/6.

3a pesynbraTaMd [JepXKaBHOTO KOHIPONIO BCTAHOBIEHO, IO Jikapchkuii 3aci6 BBe3eHO B VkpaiHy 3
JOTPHMAaHHAM BIMOr 3aKOHOJABCTBA IMONO 3abe3MeueHHT AKOCTI TikapChKUX 3aco6iB.

Omexkciit COJIOZIPAIA

(mizmuc) (ininianmu Ta npizsume)




JEPXJIIKCITYXXBA
JEPKXABHA CJIYXFBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMU Y KUIBCHKI OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3EHOT0 B Y KpaiHY JIIKapcLKOro 3acody

27.10.2020 Ne 55651/20/10

CAHOPHH

(naiiMeHyBaHHs JTikapchKoro 3acofy 3rifHoO 3 PEECTpalilHUM OCBi THEHHAM)
cnpeii Ha3aAbLHUMH, po3unH, 1 Mr/vi mo 10 Ma y duakoni 3 MexaniaHuM po3mmTOBaveM; mmo 1
¢1akoHy pa3om 3 anIiKaTOPOM ISl IOPOXKHHHHA HOCA B KOPOOIi

(popma Bunycky, 103yBanHs, BUI 1aKyBaHHs TiKapCLKOTO 3aC00y)

_Homep peecrpauiiinoro nocsinuenns UA/2455/04/01 crpox aii peecrpauitioro nocsimuenns 12.03.2020

Cepis nikapcskoro 3aco6y Ne 100011430 Kinbkicts BBe3eHOrO nikapchkoro sacoby 47045
Bupo6unk Tesa Yex Inpactpis c.p.o., Yecrka Pecniy6nixa
(naliMenyBanHs BUpOGHMKA NiKapCEKOTrO 3ac00y, KPaiHa MOXO/KEHHT)
Baesero B Ykpainy CninbHe yxpainchbKo-ecTOHChKe MipAEMETBO y opmi ToBapucTBa
3 00MeKEeHOI0 BiANoBigaLHICTIO "Onrima-®apm, JITH", inenr. ox:
21642228

(naiiMenyBanus Ta ko 3a €APTIOY ropuanunoi ocobu abo npizeuie, iM's, 10 6aTbKOBI (dizuunol
0co0H - mianpuemus, if Micle MPoXHBaHHS Ta peecTpauifinuit Homep 06MiKOBOT KapTKH IJIaTHUKA
nozarkis abo cepis Ta HoMep nacnopra)

IpoTtokon BisyanbHoro kourposo Bix 20.10.2020 Ne 3530/2.

3a pesynbTaTaMu [€pKaBHOTO KOHTPOMO BCTAHOBIEHO, WO Jikapchkuii 3aci6 BBeseno B VYkpaiy 3

- TOTPHMAHHSIM BuMOT 3aKOHOAABCTBA LIOAO 3a0e3NeueHHs IKOCTi JiKapchKHX 3aC06iB.

3acTynHEK Ha4albHMKA BiJULiy
HepxaBHoi ciryx0u 3 JIiKapCHKHX 3ac06iB

.. . , 3y6apena H. B.
Ta KOHTPOJIIO 3a HapkoTukaMu y KuiBcekiii /
obnacri / /
(noqﬁzionaocoéa OpraHy JIEPXKABHOIO KOHTPOJIIO) (mignuc) (iniuianv Ta npizsuuie)

M.IL




LEVA
CepTudikat cepii cropinka 132

Homep matepiany: 7231511024 Homep ceptudikarty: 40000031033
AkicTe: QDP0081839 V1

Hazsa: CAHOPWH, CMPEWM HA3ANbHWW, PO3YMH, 1 MI/MA Ne1 (1 ®TAKOH x 10 MIT)

Do3syeaHHs/cuna pii: HadasoniHy HiTpat 1 Mr/mMn

Dosage form: HasanbHuit cnpen
YMoBy 36epiranus: He Buwe 25°C YnakoBka: NnactukoBa nnsiika 3 HACOCOM
Cepin: 100011430

[ara BurotosnenHs: 03/2019 Tepwmin npuaatHocTi: 02/2023

KinbkicTb: 47045 koxHa

Oara ynakoBku: 01 - 03 ksiTeHb 2019

KpaiHa noxogxeHHs: Yecbka Pecny6bnika

Homep peecTpauinHoro noceiayeHHsa: UA/2455/04/01
Kpaina-imnoptep: UKRAINE

06’emHa napTia: 2000011451
Docnigxenns: Hi
MNpouec Banipauii cepii: HI

Bupo6Huua ainbHuusA: Tesa Yex IHgacTpis c.p.o. OcTpascka 29/305, Onasa-Komapos, 747 70, Yecbka Pecny6nika.
Homep niueHnsii: 22975/2/INS/98

CepTtudikat GMP: SUKLS163772/2014, SUKLS238001/2016

LinbHnus nakyBaHHA: Tesa Yex IHaacTpis c.p.o. OcTpascka 29/305, Onasa-Komapos, 747 70, Yecbka Pecny6nika.
Howmep niuensii: 22975/2/INS/98

CepTtudikat GMP: SUKLS163772/2014, SUKLS238001/2016

LinbHnus ans koHTponto akocTi: Tesa Yex IHaacTpis c.p.o. Octpascka 29/305, Onasa-Komapos, 747 70, Yecbka
Pecny6nika.

Homep niueHnasii: 22975/2/INS/98

Ceptudikatr GMP: SUKLS163772/2014, SUKLS238001/2016

HinsHuus ans Bunycky cepii: Tesa Yex IHgacTpis c.p.o. Octpascka 29/305, Onasa-Komapos, 747 70, Yeckka Pecny6nika.
Homep niueHnasii: 22975/2/INS/98

Ceptudikatr GMP: SUKLS163772/2014, SUKLS238001/2016

Homep A®I: 1163207 Cepisn A®I: 5000000703

Hassa A®l: HAGASONIHY HITPAT, €EBP.OAPMAKONEA

[inbHuusa BupobHuuTea: Jloba deinuemi TMBX, dexpracc 7, diwamena, 2401, Asctpis

Homepa makeTis ynakoBoK:

YnakoBka Marepian: 4150702 Cepin: 7000010687 Revision R$fi302
IHCTPYKUis Marepian: 4150603 Cepin:7000010850 : Bepcis: 02
ETtukeTka Marepian: 4150502 Cepisn:7000010609 Bepcisa: 02

| UMM 3acBiguylo, WO 3a3HadeHa iHhopmalis € JOCTOBIPHOI Ta TouHo. Lis napTia npoaykTy 6yna BUrotosnexa, BKIOYa0um
ynakoBKy Ta KOHTPOIb SIKOCTi Ha BULLE3rafaHnx mMaifaHumkax (caintax), NoBHicTIO Bignosigatoum sumoram GMP Peryntotodoro
opraHy Ta cneuudikauisiM y A03BOSI HA NPOAAX IMNOPTY

/5)( oy LS 0ot 6(} 76. /0 Fo J(—?,««/
Teea Yex Indacmpi3s c.p.o. ’

Ocmpascka 29/305, Onasa-Komapos, 747 70 TenegoH (Biddin koHmposnio sikocmi): +420 553 644 521

Yeckka Pecnybnika. ®akc (Biddin koHmporio sikocmi): + 420 553 644 523




CepTtudikar cepii

cTopiHka 2 3 2

Homep matepiany: 7231511024 Homep ceptudikary: 40000031033

Skictb: QDP0081839 V1
Hazea: CAHOPUWH, CMPEM HA3ANBHWIA, PO3UMH, 1 MI/MN Ne1 (1 ®TAKOH x 10 M)

Dosysanusi/cuna pii: HacdasoniHy HiTpaTt 1 mr/mn
Dosage form: HazanbHuii cnpew
YMoBu 36epiraHHA: He Bue 25°C Ynakoska: [1nacTtukosa nnsilwka 3 HaCoCoMm

Cepin: 100011430 KinbkicTtb: 47045 koxHa

[ata BurorosneHHs: 03/2019 TepmiH npuaaTHocTi: 02/2023

Harta ynakoBku: 01 - 03 ksiTeHb 2019

KpaiHa noxomxeHHs: Yecbka Pecnybnika

CnpaBxHiM 3acBiguyio, Lo BULLE3a3HaYeHa iHhopMaLlia € AOCTOBIPHOIO Ta ToYHo0. Lis cepis npenapaTy 6yna npokoHTponsoBaHa
BianosigHo go sumor GMP MicueBoro PerynstopHoro opraHy Ta Bianosifae 3apeecTpoBaHuM cneumdikauiaM kpaiHu-imnoprepa.
Pe3ynbTaTi TeCcTyBaHHS Gynu po3rnsHyTi Ta BCTAaHOBIEHO, L0 BOHM BiANOBIAalOTb 3apeECTPOBaHUM cneuudikauiam.

LOata: 06.05.2019

NigreepaxeHo: Jiri Vavrik
YnosHoBaxeHa ocoba

Lleit 4OKYMEHT CTBOpPEHUI B ENEKTPOHHOMY BUINSAI B CUCTEMI 3 €NIEKTPOHHUM NiANNUCOM.

Teea Yex Indacmpis c.p.o.

Ocmpaecka 29/305, Onasa-Komapos, 747 70 TenegpoH (Biddin koHmposio sikocmi): +420 553 644 521

Yeceka Pecriybnika. @akc (Biddin koHmporio sikocmi): + 420 553 644 523




SLEVA CepTtudikart aHanisy

Page 1 of 1
Marepian: 7231511024 Homep ceptudikary: 40000031033
SAxictb: QDP0081839 V1
Hassa: CAHOPWH, CMPEN HASAJTbHUN, PO34YWH, 1 MI/MJT Ne1 (1 ®NTAKOH x 10 MIT)
Cepin: 100011430 KinbkicTb: 47045 koxHa
Hara Burorosnenns: 03/2019 TepmiH npupatHocTi: 02/2023
Parameters Specification Result
Onuc
Mpo3opa piauHa 6e3 konbopy Ta 3anaxy. Bignosinae
ineHTUikaLin
- HachasoniHy HiTpaT Yac ytpumaHnHsa niky, sikui signosigae HadasoniHy . .
HITPaTy Ha xpomaTtorpami BUNPoGYBaHOro PO3uMHYy, Bianosinae
iAeHTUYHMIA Yacy yTpuMaHHs niky, WO Bignosigae
HadbaszoniHy HiTpary, Ha Xpomarorpami
CTaHAapPTHOrO PO3YUHY. . .
- MeTunnapabex Yac YTPUMaHHs niky, wo sianosinae sianosinae
MetunnapabeHy, Ha xpomatorpami BunpoGysaHoro
PO3UMHY, IAEGHTUYHWIA Yacy YTPpUMaHHA niky, Wo
signosigae metunnapabeHy, Ha xpomarorpami
CTaHAapPTHOrO PO34MHY. 1
He meHwe 10 mn M
BMICT OKPEMMX YNaKoBOK signoeinae
sianosiaae
repMeTUYHICTb YNakoBOK
0.060 -0.080 r 0.071r
Maca ogHiei goan
He meHwe 120 128
Kinbkic 03 B KOHTENHepi
iNbKiCTb 03 B KOHTEWHEp 45-6.0 4.9
3HaveHHs pH
Bmict
0.95 - 1.05mr/mMn 1.00mr/mn
- Hadhasoniny HiTpaT:
® y Hitpaty 0.90 - 1.10Mr/Mn 1.00mr/mn
- MmeTunnapabeH:
ikl 16.20 - 17.90 Mr/mn 17.15 mr/mn
- 6OPHOI KUCNOTH
CynposifHi AOMiLLKN
= Hagmmagstinenamk He Ginblue 1% BiA 3asBNEHOI KiNbKOCTI MeHue 0,1% sin 3asieneHoi
. . KiNbKOCTi
- MaparippokcuGensoiHa kucnota He 6inbLwe 0.5% BiA 3asBNEHOI KiNbKOCTI . .
MeHuwe 0,1% Bin 3asBNeHOI
MikpoGionoriuHa yuctoTa KinbKOCTi
- 3aranbHa KinbkicTb aepoBHNX He 6inblwe 10°2KYO/mMn <5 KYO/mn
MikpoopraHiamis .
He 6Ginbwe 107 KYO/Mn <5 KYO/mn
- 3aranbHa KinbkicTb
Apbkkis/nnicHsBux rpubis . .
BiacyTHi/mn . .
BiacytHi/mn
- Staphylococcus aureus . .
BincyTHi/mn . .
BipcyTHi/mn

- Pseudomonas aeruginosa

CnpaBxHim 3acBiguyio, WO BuLlie3a3HayveHa iHpopMaLia € AOCTOBRIPHOIO Ta TOYHOW. Lis cepis npenapaTy Gyna npokoHTponboBaHa
BignosigHo Ao sumor GMP micuesoro PerynstopHoro opraHy Ta BignoBiAae 3apeecTpoBaHUM cneuudikauism kpainu-imnoptepa.
Pe3ynbTaTh TectyBaHHA 6ynu po3rnaHyTi Ta BCTAHOBNEHO, L0 BOHW BiANOBiAalOTL 3apeecTpoBaHUM cneundikauiam.

Dara: 6.5.2019
NinTBepaXxeHo::: Jiri Vavrik
YnoBHoBa)eHa ocoba

Lier DOKYMEHT CTBOPEHMWIN B eNEKTPOHHOMY BUINSAI B CUCTEMI 3 €NeKTPOHHMM NiANUCOM.
Teea Yex Indacmpis c.p.o.
00 j): +42 644 521
Ocmpascka 29/305, Onasa-Komapos, 747 70 Tenecpon (Biddin kowmponio akocmi) 0553 5

Yecwbka Pecnybnika @akc (Biodin koHmponio sikocmi): + 420 553 644 523




Batch Certificate Page 10f2
Material number: 7231511024 No. of certificate: 40000031033
Quality: QDP0081839 V1
Name: SANORIN®, NASAL SPRAY, SOLUTION, 1 MG/ML Ne 1 (1 vial x 10 ml)

Strength / Potency: Naphazoline Nitrate 1 mg/ml
Dosage form: Nasal Spray

Storage Conditions:Below 25°C Pack Type: Plastic Pump Bottle
Batch: 100011430 Quantity: 47045 each
Manufacturing Date:03/2019 Expiry date: 02/2023

Packaging Date: 01 - 03 Apr 2019
Country of origin: Czech Republic

Number of marketing authorization: UA/2455/04/01

Importing Country: UKRAINE

Bulk batch: 2000011451

Investigation: NO

Process Validation Batch: NO

Manufacturing site: ;EVAbFZECH INDUSTRIES SRO,,0STRAVSKA 29/305,0PAVA KOMAROV,747 70,Czech
epublic

Authorization number: ’;2975/2/INS/98

Certificate of GMP: SUKLS163772/2014, SUKLS238001/2016

Packing site: TEVA CZECH INDUSTRIES SRO,,0STRAVSKA 29/305,0PAVA KOMAROV,747 70,Czech Republic

Authorization number: 22975/2/INS/98

Certificate of GMP: SUKLS163772/2014, SUKLS238001/2016

Testing Site: TEVA CZECH INDUSTRIES SRO,,OSTRAVSKA 29/305,0PAVA KOMAROV,747 70,Czech Republic

Authorization number: 22975/2/INS/98

Certificate of GMP: SUKLS163772/2014, SUKLS238001/2016

Releasing Site: TEVA CZECH INDUSTRIES SRO,,OSTRAVSKA 29/305,0PAVA KOMAROV,747 70,Czech Republic

Authorization number: 22975/2/INS/98

Certificate of GMP: SUKLS163772/2014, SUKLS238001/2016

API Material Number: 1163207 APl Batch: 5000000703

API Material Name: NAPHAZOLINE NITRATE, PH. EUR.

API manufacturer site: LOBA FEINCHEMIE GMBH, FEHRGASSE 7,FISCHAMEND,2401,Austria

Artworks reference number:

FOLDING BOX Material: 4150702 Batch: 7000010687 Revision level:03
LEAFLET Material: 4150603 Batch: 7000010850 Revision level:02
LABEL Material: 4150502 Batch: 7000010609 Revision level:02

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing

TEVA Czech Industries s.r.o.
OSTRAVSKA 29/305 , 747 70 OPAVA - KOMAROV PHONE (QC DEP.): +420 553 644 521

CZECH REPUBLIC . FAX (QC DEP.): + 420 553 644 523
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Page 2 of 2

Material number: 7231511024 No. of certificate: 40000031033
Quality: QDP0081839 V1
Name: SANORIN®, NASAL SPRAY, SOLUTION, 1 MG/ML N2 1 (1 vial x 10 ml)

Strength / Potency: Naphazoline Nitrate 1 mg/ml
Dosage form: Nasal Spray

Storage Conditions:Below 25°C Pack Type: Plastic Pump Bottle
Batch: 100011430 Quantity: 47045 each
Manufacturing Date:03/2019 Expiry date: 02/2023

Packaging Date: 01 - 03 Apr 2019
Country of origin: Czech Republic

country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Date:06.05.2019
Approved by: Jiri Vavrik
Qualified Person

This document has been created electronically in the system with electronic signature.

TEVA Czech Industries s.r.o.

OSTRAVSKA 29/305, 747 70 OPAVA - KOMAROV PHONE (QC DEP.): +420 553 644 521

CZECH REPUBLIC . FAX (QC DEP.): + 420 553 644 523
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Page 1 from 2

Material: 7231511024 No of certificate: 40000031033
Quality: QDP0081839 V1
Name: SANORIN®, NASAL SPRAY, SOLUTION, 1 MG/ML Ne 1 (1 vial x 10 ml)
Batch: 100011430 Quantity: 47045 each
Manufacturing Date: 03/2019 Expiry date: 02/2023

Parameters Specification Results
Description Clear, colorless and odorless liquid. complies

Identity

- Naphazoline nitrate

- Methylparaben

Content of individual packages
Leakage of packaging

Amount of a single dose
Number of deliveries per container
value of pH

Assay

- Naphazoline nitrate

- Methylparaben

- Boric acid

Degradation products

- Naftylacetic acid

- Para-hydroxy benzoic acid
Microbial limits

- Total aerobic microbial count

- Total combined yeasts/moulds count

- Staphylococcus aureus

- Pseudomonas aeruginosa

Retention time of peak of naphazoline
nitrate on the chromatogram of the test
solution corresponds to the retention time
of peak of naphazoline nitrate on the
chromatogram of the reference solution.
Retention time of peak of methylparaben

on the chromatogram of the test solution

corresponds to the retention time of peak of

methylparaben on the chromatogram of the
reference solution.

NLT 10 ml

complies

0.060 —0.080 g

NLT 120

45-6.0

0.95 - 1.05 mg/ml
0.90 - 1.10 mg/ml
16.20 — 17.90 mg/ml

NMT 1.0 % of the labelled content
NMT 0.5 % of the labelled content

NMT 10”2 CFU/ml
NMT 10”1 CFU/ml
absent/ml

absent/m!

complies

complies

10 ml
complies
0.071g
128

49

1.00 mg/ml
1.00 mg/ml
17.15 mg/ml

< 0.1 % of the labelled content
< 0.1 % of the labelled content

<5 CFU/ml
<5 CFU/ml
absent/ml

absent/ml

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full compliance
with the GMP requirements of the local Regulatory Authority and with the registered specification of the importing country. The
testing results were reviewed and found to be in compliance with the registered specification.

TEVA Czech Industries s.r.o.

OSTRAVSKA 29/305, 747 70 OPAVA - KOMAROV

CZECH REPUBLIC

PHONE (QC DEP.): +420 553 644 521
FAX (QC DEP.): + 420 553 644 523
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Page 2 from 2
Material: 7231511024 No of certificate: 40000031033
Quality: QDP0081839 V1
Name: SANORIN®, NASAL SPRAY, SOLUTION, 1 MG/ML Ne 1 (1 vial x 10 ml)
Batch: 100011430 Quantity: 47045 each
Manufacturing Date: 03/2019 Expiry date: 02/2023

Date: 6.5.2019
Approved by: Jiri Vavrik
Qualified Person

This document has been created electronically in system with electronic signature.

TEVA Czech Industries s.r.o.
OSTRAVSKA 29/305, 747 70 OPAVA - KOMAROV PHONE (QC DEP.): +420 553 644 521
CZECH REPUBLIC FAX (QC DEP.): + 420 553 644 523
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