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JAEPJKABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTMKAMH Y KHiBCBKIA OBJIACTI

npocnekt Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, ren/dakc: (044) 363-06-50 .
E-mail: dls.ko@adis.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTL BB€3¢HOI0 B YKpaiHy JiKapchKOro 3aco6y

05.04.2023 | | No 13799/23/10

EK30JEPII®

(ualtMeHyRAHEA Mikapcokoro 3aco0y 3rijHO 3 peecTpaiiiuM MocRiAdeHHAM )
KpeM, 1%, mo 15 r y Ty6i; o 1 Ty6i B kaprouniii kopodui
(dpopma runycKy, 103YBANHSA, RHA NAKYBAHHA NIKAPCHKOTO 3ac00y)

Howmep peectpanifinoro mocsinuenns UA/3960/01/01 crpox nit peectpaniitnoro nocsimuenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne ML0440 Kinsxicts BBe38HOTO NiKapcekoro sacody 112581

Bupofuuk Camotac ®apma ['mM6X, HiMeuunna
{HaliMeHyBaHHA BHPOGHHKA NIKapChKOro 3acofy, KpaiHa MOXoKeHHs }

Bpeseno 8 Yipainy Toapucrso 3 06MexeHorw BinmosinanbuicTio "Cangos Ykpaina',
inenr. kon: 38419586
{nafiMenysarna a xop 3a €JIPTIOY roprmuunoi ocobn abo npizsuire, imM'a, o GaTbKORI dizuunoi
ocodu - mipnpueMua, 1i Miclle NPOXUBAHHES T4 PECTPALHEAH HOMep 06MIKOBOT KAPTXH IIATHUKA
noaTkie aGo cepif Ta HOMED MacnopTa)

Hporekoa Bizyaasnoro kourpomo six 27.03.2023 N 0900/4.

3a peayneTATAMH [OEPKABHOTO KOHTDPONK) BCTAHOBNEHO, IO JIKApCEKHH 3acif  BREE3CHO B VYxpainy =3

AOTPUMAHHAM BHMOr 3aKOHOARCTBA WOL0 3a6e3NMCUEHHS AKOCT NikapehbKux 3acobie.
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A Novartis
Division

SANDO

Ne: 1003231020

OdopmMmneHo:

CANKIOTAC ®PAPMA TMEX
Ainehvua Ocrepseaainren, Manre Mepen 3
39171 Cwnserane OT OcTtepesaaitreH

Himeuunna

Ten.: +49 39205 420
IliyeHsia Ha BupoBHUUTBO: _
DE_ST_01_MIA_2022 0023

CepTtudikaT BignosigHoCTi

Hazea marepiany:

ToprieenbHa HazBa:
Cuna aiifakTUBHICTL:
Nikapckka copma:
TUM yNaKkoBKK:

PosMip ynakoBKu:

Ne MaTepiany:

Ne cepii Canpos:

Iara BupobHuurBa:
TepmMin npugaTHOCTI:
BupobHuya AinbHKLA:

AinbHUUA Bunycky cepil:

BiNbHUUA TecTyBaHHA cepil:

Kpaina-imnoprep:
Ykpaida

- 25-CEP-2022

" EK3OHAEPUN 1% 15T KPM B1 YKP _
EK3OOEPUN®, KPEM 1%, 15 T B TYBI;, 1 TYBA B KAPTOHHIN KOPOBLII

1%

KPEM
TYBA

1T x 15T
44064592
MLO0440

Twvn BUNycKy:

DaTa BUNYCKY:
KinbkicTb:
Homep niueHai:

NAr1-2025

CANKOTAC ©APMA TMBX
AinbHuus OcTepeeaniHred NaHre
MepeH 3

39171 Cronserane OT
OctepeeantiHred HimeyunHa

CAJIIOTAC ®APMA TMBX
AinsHnus OcTepeepaiHred NaHre
leped 3 39171 Cionzetans OT
OctepeeasiiHren Himeuyuna

CANKOTAC OAPMA MMBX
QineHrus OctepBegdainreH JaHre
Meped 3 38171 Cionzetans OT
OcrepeeaniHrer HimeuduHa

Homep PeecTpauiifiHOro nocBigyeHHNA:
UA/3960/01/01

CEPTU®IKALLIA CEPI|

10-BEP-2023
112896 YN
DE_ST_01_MIA_2022_
0023

KoMnoHeHTH:

Ha3sea marepiany:

Ne Marepiany:

3aranbHa KinbkicTb in bulk:
BupobHuua ginsHUUA:

HA®TU®IH XCN KPM 1% [JE21 EBP 02

42030360 MpoaykT in bulk Cepis No:
1788,1 KI
CANIOTAC PAPMA T'MBX Niuensia Ne:

HinbHuua OcTepreaniHred faHre
MepeH 3

39171 CionseTtans OT
OcrepeenniHreH

HimevyymHa

MJ4968

DE_ST_01_MIA_202
2_0023

CropiHka: 1/2

*3aceifveHe eneKTPOHHUM NIANMCOM BIANOBIAHO CTAHAAPTIE ENEeKTPOHHUX MiaNWuciB

Cangos
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; Odropmneno:
SANDOZ ;s CAMIOTAC GAPMA MMEX
OincHuusa Octepeepiinrer, lanre 'epen 3
39171 Cronsetans OT OcrepeeagiHres
HiMeuunHa

Ten.: +49 39205 420

Jlilew3ia Ha pupoBHULTRO!

DE_ST_01_MIA_2022_0023
Ne: 1003231020

CepTtudhikaTt BianoBigHOCTI

Hazma matepiany: EK3OOEPWUI 1% 15T KPM B1 YKP

ToprieensHa HasBa: EK3OJEPUN®, KPEM 1%, 15T B TYEI; 1 TYBA B KAPTOHHIN KOPOELI|
Ne Matepiany: 44064592 Ne cepit CaHgoa: ML0440

KomMmnoHeHT!:

Hazea matepiany: HAGTU®IH XCN H TP04 NB Y[ IE 01

Ne Marepiany: 40004330  Axyued. dbapm. iHrpegieHT Cepina Ne: B538923
BupobHuua ginbHWUA: CAHAO03 CYHTEK TAK XAMMAOAENEPI

1. 40N, X-8 MAPCEN
TY3NIA OPFAHI3E AEPI CAHAW BONTESI
C/H
H/A
34956 TY3NA/CTAMBYN
TypeudunHa
Cepia BupoOHMKA: B538923

NonoxeHHA Npo cepTudixauio

Livm niaTeepmKyto JOCTOBIPHICTL Ta TOYHICTL BUlleHaBeAeHO! iHdopmauii. Lis cepis nikapcskoro sacoBy Gyna
BUrOTOBNEHE, BKTOHHO 3 YNAKOBKOK/MAPKYBAHHAM T KOHTPONEM SKOCT] Ha BULLEHABeASHUX BUPOBHMYMX AiMbHALAX
y MOBHIA BIANOBIAHOCTI A0 BUMOr GMP MicleBux perynsitopHUX opraHis, a Takox 40 cneuudikalii PeecTpadlifnoro
focbke kpaikn imnopTepa abo dhaiiny cneludikalil gocnigxyeaHoro nikapcbkoro zacoby. [laHi npo BUroToBMNEHHS,
yNakoBKy Ta aHaniav cepii Oyno nepesipeHo Ta NiATRepAXEHO X BiANOBIAHICTE cTaHAapTam GMP.

KomeHnTap no ceptucpikaty:

B npoueci BUpoGHMLTBA Ta yNakoBKW He BUSBNEHO BiAXUNEHb, WO 34ATHI BNAMHYTY H& BANYCK NPOAYKTY.

Bunyck cepii / CepTrdikauia BukoHaHa: Csaba Toth, YnosHoeaxeHa ocoba Ta KepisHuk BKA
Bunyck cepii / Cepruddikadia Jara/ac: 10-bEP-2023 / 09:20:20 BKY

Oara/Mac ohopmnenns ceptudikarty: 10-BEP-2023 /1 09:20:23 BKY

Cropinka; 2/2 *Bacsig4eHo enekTPOHHUM RigNMCoM BifNOBIAHO CTAHAAPRTIE eNeKTPOHHUX Nidnncie

Carpos




SANDO

PeecT.: 000000456820

A Novartis
Division

CAMIOTAC ®APMA TMBX

BineHuus Ocrepaepaidred laHre lNepen 3,
39171 Cwn3seTtans OcTepBeaAiHreH,

Tel: +49 39205 420

NMiveHsia Ha BUpOBHUUTEO:
DE_ST_01_MIA_2022 0023

Ceprucpikat AHanisy

OdropmneHo:

Hazea martepiany:
ToprieenbHa Ha3ga:

EK3OLEPWN 1% 151 KPM B1 YKP .
EK3OAEPUN®, KPEM 1%, 15T B TYEI; 1 TYBA B KAPTOHHIW KOPOELI

Ne matepiany: 44064592 Ne cepii Cangoa: ML 0440
Ne matepiany in bulk 1: 42030360 Ne cepii in bulk: MJ4968
Ne koHTponeHol napTii: 000408612112

Darta eupoGHNLTRBa: 25-CEP-2022 Tepmin npngaTHocTi: nnn-2025
Tepmin npuaatHocTi Ha 07/2025

ynakoeui 1:

OpepxyBsau: Canpo03 YKkpaiha, Ykpaina

TecT Bumoru PeaynkraTu
30BHiWHIKA BUNAL, Oirnvid, m'AakniA abo anerka cuponogibHni Bianosipae
(opraHonenTU4Ho) BnuckyYunii kpem

3anax nerkui xapakrepHuin sanax Bianosinae
(opraHonenTuaHo)

CepegHa Mmaca HanoBHEHHSA =z150r 15,5r
Cal)

IHAKMBIgYankHa Maca HANOBHEHHA 213,51 Bignosigae
(KT

3HayeHHs pH 45-558 49
(Ep.®. 2.2.3)

Touka nnaenextn 47 0-53,0°C 50,3°C
(meTon tipmu}

laenTudbikauin HadTwdin Mae BignoBiaTH Bignogigae
(BEPX}

ineHTudikadis Hadbrwdin Mae BignosigaTus Binnosigae
(TLUX)

KinekicHe BuaHavenHs Hadytudhiny HCI 89,5 -10,5 mrir 9.8 mrir
(BEPX)

KinbkicHe BusHaveHHa BeHaunoeuii cnvpT 9,5-11,0 mrir 10,1 mr/fr
(TX)

Aomiwika 502-82 £03% <0,1%

(BEPX)

CTtopiHka 132

*3aceig4eHo eNekTPOHHUM NiANMCOM BifNOBIAHO CTAHAAPTIB eNeKTPOHHKUX nignucie Canzoa




Odropmneno: CAJNKTAC ®PAPMA TMBX
AinsHuua OctepBeppitrer Nadre Mlepen
3, 39171 Crwonzetans OcTepBeagiHren,
Tel: +49 39205 420
NMigeHzia Ha BUPODHWUTEO;
DE_ST_01_MIA_2022_0023

A Novartis
Division

SANDO

Peect.: 000000456820

Ceprudsikat AHanisy

Mpoaykr EK3OOEPWI 1% 15 KPM B1 YKP

MaTepian Ne 44064592 Ne cepii Cangos: ML0440
Tecr Bumoru PesynbtaTn
Howmiwxa Koprunuii anbaeria £0,5% <01%
(BEPX)

InauBiayanbHi HEBIZOMI AOMILKK £0,5% <0,1%
(BEPX)

Bebore gomituok (BEPX) 205% <0,1%
TAMC (3aranbHe yucno aepobHux GakTepiii) =102 KYOIr <10 KYQIr
(EBp.®. 2.6.12)

TYMC (3aranshe yncno rpuGie) <101 KYOIr < 10 KYO/r
{€Bp.®. 2.6.12)

Pseudomonas aernuginosa BIACYTHICTL / 1 BiacyTHitt / r
(Csp.d. 26.13)

Staphylococcus aureus BiACYTHICTE / T BiacyThia /r
(EBp.®. 26.13)

Mixpo6Gicnoriyna uncTora mae pianoeigarh Bianosigae
(Esp.P. 5.1.4)

lMepeeipka nakysanbHOrO MaTepiany: MNakysankHWA MaTepian BignoBigdae BAMOramM. Bianosinae

XapakTepucTURY HaBeAeHi 3rigHo 3i CTaHAapToM
i poabipnuso,

MigTREepOKEHHA: ‘

Lia cepis npoaykTy BiAnosigae MeTofam KOHTPoio. TakuM YUHOM, MIATEEPAXYETECS, WC BALLEBKa3aHa iHpopMaLis
€ /AOCTOBIPHOID | TOMHOHD, @ TakoX, WO PEe3ynbsTaTH aHanisie NepeBipeHi | BiANOBIAAIOTE BUMOram HanexHo
BUPCBHUYOT NPaKTUKK.

Bunyck cepii / Ceprudhikauia BUKOHaHa:
Bunyck cepii / Ceprndpikauii Aara / Yac:

Csaba Toth, YnoeHoBaxeHa ocoBa 1a KepieHuk BKA
10-BEP-2023 09:20:20 BKY

Ceprudpikat odhopmnenuia aara / vac: 10-BEP-2023 09:20:26 BK4
Digltally signnd by Fadochanke Tetiara

Fedochenko sismmimat ot
Tetiana

e Fadochanka Teliane:
Reaten: Sandoz Ukraine QP on impovt
Dale: 2023.03.22 17:47:10 +020¢

CTopiHka 2 3 2 *3acBigueno eNekTPOHHUM NIAMUCOM BiANOBIAHO CTAHAAPTIE enekTpoKHMX nianucie CaHaos




JIEP’)KABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHiBCBKIN OBJACTI

nipos. CeiTiunoi Hauii, 3, M.Kuis, 02099, en/{axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHUCHOBOK
PO SIKICTHL BBe3eHOr0 B YKpaiHy JiKapcbKoro 3acody

03.06.2024 Ne 26435/24/10

EK30JEPMJI®

(HaliMeHyBaHHS TKAPCHKOTO 3ac00Y 3TIHO 3 PeECTPalifHAM MOCBI NICHHSM)
kpem 1 %; 1o 15 r mo 1 Ty6i B KapToHHII Kopooui

(dhopma BHITYCKY, HO3yBaHHA, BUA NaKyBaHHs JiKapcbkoro 3acoby)
Homep peecrpauiitroro nocsinuenns UA/3960/01/01 crpox aii peectpauiittoro nocsingenns 01.01.2099
Cepin nikapcskoro 3acofy Ne NM7622 KinbkicTs BBe3eHOr0 Tikapchkoro 3acoby 22953

Bupo6rux Camrorac Gapma I'M6X, HiMeuunHa

(HalimenyBaHHs BEPOGHHKA JKapChLKOro 3acoby, Kpaila HOXOMKEHH )

Beesero B Ykpainy ToBapHucTBO 3 00MeKEHO0 BilMOBINATBLHICTIO "Canpo3 Ykpaina'",
inent. xox: 38419586

(waiimenyBanHsa Ta kKo 3a €JIPIIOY 1opumuurol ocobn abo npizsuiie, imM'st, o GaTeKOBI (izHuHOl
0c06H - THAMpYEMI, Ti Miclie IPOXKUBAHHA Ta peccTpauifinnit HoMep 06/1iKOBOT KapTKHU MNaTHHKA
nomaTkis abo cepist Ta HOMEp TacropTa)

TpoTokou BisyansHoro konrpoio Bix 27.05.2024 Ne 1504/2.

3a pesynbTaTaMH  JEPKABHOIO KOHTPONIO  BCTAHOBJIEHO, IO nikapeekuii  3aci6  BBeseno B YKpaiHy 3

JTOTPMMAHHAM BuMOT 3aKOHOJABCTBA LIOAO 320e3MeHeHHS SKOCTI JIIKAPCHKHX 3ac00iB.

(nra OPLOMEHREO

FERUPES RS TIEY (st} {initiians wmoap




Ne: 2002241046

OdropmrieHo:

CAJIIOTAC ©APMA MMBEX

LinsHuus OcTepseaairen, Natre Mepex 3
39171 CionzeTtans OT OcrepBeaaiHreH
HimeuuuHa

Ten.: +49 39205 420

NiueHsis Ha BUpOBHULTBO!
DE_ST_01_MIA_2022_0023

CepTudikaTt BignosigHOCTI

HazBa maTepiany:
TopriBenbHa Ha3Ba:
Cuna pjii/aKkTUBHiCTbL!

EK3ONEPUN 1% 15T KPM B1 YKP
EK30OEPUN®, KPEM 1%, 15T B TYBI; 1 TYBA B KAPTOHHIN KOPOBLI
1%

Nikapcbka dopma: KPEM
Tun ynakoBKku: TYBA
Po3mip ynakoBKu: 1WTx15T
Ne Marepiany: 44064592 Tun BUNYCKY: CEPTU®IKALIA CEPIT
Ne cepii: NM7622
Harta BupobHUUTBaA: 04-CI4-2024 [ata Bunycky: 20-MOT-2024
Tepmin npuAaTHOCTI: PY-2026 BunyweHa k-cTb: 22953 YT1
BupoBHUYa AinbHULA: CANKOTAC ®APMA TMBX Homep niueHsii: DE_ST_01_MIA_2022_
39171 Cronsetans OT 0023
OctepseppinreH HimeuduHa
HinsHuuA BUNYCKy cepil: CANIOTAC ®APMA TMBX
LinbHuus OcTtepBegiHreH Jladre
lepen 3 39171 Cronsetans OT
OcrepeagiHrer HimeuunHa
finbHuus TectyBaHHs cepii:  CAMIOTAC ®APMA rMBX
NinbHuua Ocrepsenpinred Jladre
lepen 3 39171 Cronsetans OT
OctepsegpiHreH HimeudnHa
KpaiHa-imnopTep: Homep PeecTpauiiiHoro noceigyeHHs:
Ykpaina UA/3960/01/01
KomnoHeHTH:
Hassa marepiany: HAGTUSGIH XCI KPM 1% JE21 EBP 02
Ne MaTtepiany: 42030360 Mpogaykr in bulk Cepist Ne: NL8940
3arankHa Kinbkicts in bulk: 1792.2 KI'
Bupo6Huya AinbHUUA: CAINIOTAC ®APMA TMBX Niuensist Ne: DE_ST_01_MIA_202

[inbHuus Octepsenaitrer Nlanre MepeH 3 20023
39171 Cronsetans OT OcTepseagiHreH

HimeuunHa

CropiHka: 1/2

*3acBiAYeHO enekTPoHHUM fifNMCoM BiANOBIAHO CTaHAapTIB eNeKTPOHHUX nianucis
CaHpos




OdopmneHo:

CANOTAC ®APMA 'MBX

Jinbhuus Octepsengivren, Nanre Mepet 3
39171 Cwonaetans OT OcTepeeaaiHreH
Himeuuura

Ten.: +49 39205 420
fliueHsia Ha BUPOBHULTBO:
Ne: 2002241046 DE_ST_01_MIA_2022_0023

CepTudikaT BignosigHOCTI

HasBa matepiany: EK3OOEPWIT 1% 157 KPM B1 YKP

TopriBenbHa HasBa: EK300EPVN®, KPEM 1%, 15T B TYBI; 1 TYBA B KAPTOHHI KOPOBL|
Ne Martepiany: 44064592 Ne cepii: NM7622
KoMmnoHeHTU:

HasBa marepiany: HAGTUDIH XCIN H TP04 NB Y[ M'E 01

Ne Marepiany: 40004330 AKTUBH. chapM. iHrpeaieHT Cepin Ne: B538924
BupobHuya ginbHMUA: CAHJO3 CMHTEK JTAK XAMMALLAENEPI

1. AON, X-8 NAPCEN
TY3NA OPTAHI3E AEP!I CAHAW BONIESI
CH
H/A
34956 TY3NA/CTAMBYI
TypeuunHa
Cepis BUpoGHUKa: B538924

flonoxeHHs npo cepTudikadito

Lium nigTBEpoXyro LOCTOBIPHICTE Ta TOUHICTb BuLeHaBeaeHol iHdopmauii. Lis cepia nikapcbkoro 3acoby Oyna
BUrOTOBIIEHA, BKITIOHYHO 3 YTIAKOBKOK/MapKyBaHHSM Ta KOHTPOIEM SIKOCTi Ha BULLEHABeAEHNX BUPOBHUUNX AINbHULSAX
y nosHiit signosigHocTi Ao Bumor GMP micLieBUX PerynaTopHiX opraHis, a Takox Ao creludikauii PeecTpauiiHoro
[ocbe kpaiHu imnoptepa abo daiiny cneumdikauii 4OCMIKYBaHOTO nikapcbkoro 3acofy. daHi Npo BUroToBNEHHS,
ynakosky Ta aHaniau cepii 6yno nepesipeHo Ta nigTBepAXEHO x BignosigHicTe cTaHgaptam GMP.

KomeHTap po ceprudikary:

B npoueci BUpOBHULITBA Ta YNAaKoBKY He BUABIIEHO BIAXWUNEHD, L0 30aTHi BIAUHYTYU HA BUMYCK NPOAYKTY.

Bunyck cepii / CepTudikauis BUKOHaHa: Sabine Desch, YrnoeHosaxeHa ocoba Ta KepieHuk BKA
Bunyck cepii / CepTudikauis Jara/Mac: 20-NKOT-2024 / 09:46:32 BKY
Data/Mac ocdopmneHHs cepTudikary: 20-NTKOT-2024 / 09:46:35 BKY

CropiHka: 2/2 *3aceiueHo enekTPOHHUM RiANUCOM BIANOBIAHO cTaHgapTis enekTpoHHux nignucis CaHpos




Peecr.: 000000516649

Odropmniero: CAJNIOTAC GAPMA FMBX
AinbHuua OcTepsepaiHreH flanre I'epeHx 3,
39171 Cionzetans OcTepBeadiHreH,
Tel: +49 39205 420
MiyeHsisn Ha BUPOBHUUTBO!:
DE_ST_01_MIA_2022_0023

Ceptudpikar AHanisy

Hazea maTepiany:
ToprisesbHa Ha3Ba:

EK3O00EPUN 1% 151 KPM B1 YKP )
EK300EPUN®, KPEM 1%, 15T B TYBI; 1 TYBA B KAPTOHHIV KOPOBLI

Ne maTepiany: 44064592 Ne cepii: NM7622
Ne matepiany in bulk 1: 42030360 Ne cepii in bulk 1: NL8940
Ne KOHTpOMnbHOI NapTii: 000408918602

Hara Bupo6HuuTBa: 04-CI4-2024 TepmiH npuaaTHOCTI: 'PY-2026
TepMiH ApuaaTHoCTI Ha 12/2026

ynakosui 1:

OpepxyBsauv: CaHpo3 YkpaiHa, YkpaiHa

Tect Bumoru PesynbTaty
30BHiLLHIN BUrNAS Binmin, M'sikuit abo anerka cuponoficHuii Bignosigae
(opraHonenTuyHo) BrINCKYUMiA Kpem

3anax nerkwi xapakTepHui aanax Bignosigae
(opraHonernTu4Ho)

CepepHsa Maca HanoBHEHHA 2150r . 16,41
(KA

iHavBiAYyanbHa Maca HanoBHEHHS 213,51 Binnosigae
(KMr)

3HaueHHs pH 45-55 4,9

(EBp.®. 2.2.3)

Touka nnaBneHH;} 47,0-53,0°C 50,6 °C
(meTon dipmu)

|peHTUdikauia HadTudid Mae Bignosifatu Bignosigae
(BEPX)

InerTudikauis HadTudid Mae BignosinaTi Bignosinae
(TILX)

KinbkicHe BusnaueHHs Hadtudiny HCI 9,5 -10,5 mrir 9,9 mr/r
(BEPX)

KinbkicHe BuaHaueHHs Hadtudiny HCI [%)] 95,0 —105,0 % 99,2 %
(BEPX)

KinbkicHe BU3HaveHHs BeH3unosui cnupT 9,5 - 11,0 mrir 9,9 mrir

rX)

CropiHka 133

3acsigueHo enexTpoHHUM NiAnMcoM BIZNOBIAHO CTAHAAPTIB ENEKTPOHHWX nianucis CaHnos




OdpopmneHo: CAJIIOTAC ®APMA MBX
AinbHuusa OcTepBeaaiHreH Jlaxre FepeH
3, 39171 Cionserank OctepBeaniHreH,
Tel: +49 39205 420

Peect.: 000000516649 NiyeHsia Ha BUPOOHUUTBO!

DE_ST_01_MIA_2022_0023

Ceptudikar AHanisy

HasBa martepiany: EK3OOEPUN 1% 151" KPM B1 YKP

Marepian Ne: 44064592 Ne cepii: NM7622
Tect Bumoru PesynbTtatu
KinskicHe BU3HaveHHs Bensunosuit cnupt [%] 95,0 -110,0 % 98,7 %
(FX)

omiwka 502-82 - <0,3% <0,1 %
(BEPX)

INomiwka KopuuHuii anbaeria <0,5% <0,1%
(BEPX)

IHavBigyanbHi HesiaoMi AOMiLLIKK <0,5% <0,1%
(BEPX)

Bcboro gomituok (BEPX) <05% <0,1%
TAMC (3araribHe YUcno aepobHUX 6aKTepi171)' < 102 KYO/Ir < 10 KYOIr

(Esp.®. 2.6.12)

TYMC (3ararnsHe uucno rpubis) < 10" KYOIr < 10 KYOIr
(Eep.®. 2.6.12)

Pseudomonas aeruginosa BIACYTHICTb / T BigcyThint / ¢
(EBp.®. 2.6.13)

Staphylococcus aureus BIOCYTHICTbL / T BigcytHin / 1
(Eep.®. 2.6.13)
MikpobicnoriyHa yucroTa Mae Bignosigat™ Bignosinae
(EBp.®. 5.1.4)
Mepesipka nakysanbHoOrO Matepiany: MakysanbHuUlt Matepian Bianosigae BMMoram. Bignosigae
XapaKTepucTUKW HaBefeHi arifHo 3i CTaHAapToM
i po3bipnveo.

MigTBepaXKeHHA:

Lisi cepist npoAyKTy BiANoBifae MeTo4aM KOHTPOSHO. TakuM YUHOM, NIATBEPOXKYETLCA, L0 BULEBKa3aHa iHcbopmatlis
€ JOCTOBIPHOIO | TOYHOID, @ TakoX, Wo pesynsTaTu aHanisiB nepesipeHi i BiANOBIAaI0TL BUMOram HanexHoi
BUPOBHUYOT NPaKTUKN.

CropiHka 2 3 3 3acBifMeHo eNeKTPOHHUM NIZNMCoM BIANOBIAHO CTAHAAPTIB ENeKTPOHHUX nignucis CaHgos



Peecrt.: 000000516649

Odropmneno: CAIOTAC ®APMA FMBX
L[inbHuusa OcrepeeaainreH IaHre lNepeH
3, 39171 Cronzetanb OcTepBeaaiHreH,
Tel: +49 39205 420
NMiuensin Ha BUpOGHUUTBC:
DE_ST_01_MIA_2022_ 0023

CepTudpikat AHanisy
Hazsa marepiany: EK300EPUN 1% 15 KPM B1 YKP
MaTepian Ne: 44064592 Ne cepil: NM7622

Bunyck cepii / CepTudikauis BUKOHaHa:
Bunyck cepii / CepTudikauii Jarta / Hac:

CepTudikar odopmnenun pgata/ 4yac:

Sabine Desch, YnosHoBaxeHa ocoba Ta KepisHuk BKA
20-M0T-2024 09:46:33 BKY

20-f110T-2024 09:46:38 BKY

Fedochenko
T H en=Fedochonko Yot
R . Sa Ao 27
etiana S

CropiHka 33 3 3acBiAYeHo ereKTPOHHUM MANMCcoM BiANOBIAHO CTAHAAPTIB ENEKTPOHHUX nianucis Canpos




TEPS)KABHA CJIVIKBA 3 JIKAPCHKIAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUiBCHKIN OBJACTI

npos. CeiTymunoi Hani, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €[IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy JKapCLKOro 3ac00y

08.10.2024 Ne 49659/24/10

EK30JIEPIJI®

(naiiMeHyBanHs MKapcbKoTo 3acofy 3rifHo 3 peccTpaniifnuM MOCBIAMEHHSM)
kpem 1 %; no 15 ry Ty6i; mo 1 1y6i B KapTOHHIH Kopooui

(Gopma BuITyCKy, 03YBaHHA, BUJL AKyBAHHs NiKapehKoro 3aco6y)
Homep peccrpaniisoro nocsindents UA/3960/01/01 crpox nii peectpauiitioro nocsiguenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne NT9617 KistbkicTs BBE3EHOTO Jikapebkoro 3acofy 28707

BrpoGHIK Camotrac ®apma 'mM6X, HiMeyuuna

(vaitMeHyBaHHs BUPOGHHKA MKAPCLLOTO 3ac00y, KpaiHa MOXO/DKEHHA)

Beesero B Vipaiiy TosapucTBO 3 06MeKeH010 BimNoBinanbHicTIO " Canto3 VYxpaina",
inenr. xon: 38419586

(naitmenrysanis Ta ko 3a €[IPTIOY 1opuuunof ocobu aBo npisBuILe, iM'5, 110 GaThKOBI (isHIHOT
ocobu - migupueMi, il Micue MPOXUBAHHA Ta peecTpaniitnuit Homep 06:1ikoBOI KapTKH TUIATHHKA
rofaTKiB abo cepist Ta HOMEp NacropTa)

TIpoToKos Bi3yaabHOT0 KOHTPOJIIO Bil 03.10.2024 N 2968/3.

3a  pe3ynnTaTaMH  JACPIKABHOTO  KOHTPONIO  BCTAHOBJICHO, IO mikapewkuit  3aci6  BBeseHo B Ykpainy 3

JOTPUMAHHSAM BuMor 3aKOHONABCTBA HIO/O sa6esreyeH s SIKOCT] TiKapChKUX 3aco0iB.
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OdpopmneHo:
CAJTIOTAC ®APMA FMBX
[inbHuus OctepseaditreH, Nanre MepeH 3
39171 Cronsertans OT OcrepBeaaiHreH
HimeyuunHa
Ten.. +49 39205 420
NiueHsis Ha BUPOBHULTBO:
Ne: 1206241658 DE_ST_01_MIA_2022_0023
CepTudikat BignosigHOCTI
Hasea martepiany: EK30O[LEPWIT 1% 15 KPM B1 YKP
ToprisenkHa HasBa: EK300EPUN®, KPEM 1%, 15T B TYBI; 1 TYBAB KAPTOHHIV KOPOBL
Cwuna pjii/lakTUBHICTb: 1%
Nikapcbka dopma: KPEM
Tun ynakoBku: TYBA
Po3mip ynakoBku: 1T x 15T
Ne Martepiany: 44064592 Tun BUNYCKY: CEPTU®IKALIS CEPIT
Ne cepii: NT9617
Hara Bupo6HuyTBa: 18-KBI-2024 [aTta Bunycky: 12-4EP-2024
TepMiH NpUAATHOCTI: BEP-2027 BunyujeHa k-cTh: 28707 YT1
BupoGHUYa AinbHULS: CATIHOTAC ©®APMA TMBX Homep niiueHsii: DE_ST_01_MIA_2022_
39171 Cronsetans OT 0023
OcTepseaaiHred HivevdrHa
JinbHuus BUnycky cepii: CAIIOTAC ®APMA N'MBX
DineHuus OcTepseadiHred Nawre
lepen 3 39171 Cionzetans OT
OcrepsepaiHred HimeuduHa
OinbHULA TeCTyBaHHSA cepil: CAJTFOTAC PAPMA 'MBX
JinbHuusa OctepsenpiHreH faxre
lepen 3 39171 CionzeTans OT
OcTtepseaniHreH HimevunHa
KpaiHa-imnopTep: Homep PeecTpauiifHoro noceigveHHs:
YkpaiHa UA/3960/01/01
KomrnioHeHTH:
Hasea matepiany: HADTUDIH XC KPM 1% OE21 EBP 02
Ne MaTtepiany: 42030360 MpopaykT in bulk Cepin Ne: NT3043
3aransHa KinbkicTb in bulk: 1793.1 KI
BupoGHuua AinbHULA: CAINMIOTAC ®APMA TMBbX Niuensis Ne;: DE_ST_01_MIA_202
Linshnus OcTepBeadiHreH Jlaure 'epeH 3 20023
39171 Cronsetans OT OcrepseafiHreH
HimevynHa

Cropinka: 1/2

*33CBiAYEeHO eneKTPOHHUM NIANUCOM BIANOBIAHO CTaHAapTie erekTPOHHNX NiANUCIs
CaHpos
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Odropmneno:

CAINKDTAC PAPMA TMBX

[inshuua OcTepseaaiHred, flanre ["epeH 3
39171 Cionsetans OT OcTepBeaiHreH
Himevuunna

Ten.: +49 39205 420
NiueHsist Ha BUPOBHULITBO:
Ne: 1206241658 DE_ST_01_MIA_2022_0023

CepTudikaT BignosigHOCTI

Hasea matepiany: EK3OOEPWUIT 1% 15 KPM B1 YKP

ToprisenbHa HasBa: EK3OLEPUN®, KPEM 1%, 16T B TYBI; 1 TYBAB KAPTOHHIY KOPOBLII
Ne Marepiany: 44064592 Ne cepii: NT9617
KomnoHeHT!:

Hasgea matepiany: HADTU®IH XCITH TP04 MB YA I'E 01

Ne Matepiany: 40004330 AKTUBH. thapM. iHrpeieHT Cepis Ne: B540193
BupobHuua AinbHULA: CAH03 CUHTEK INTAK XAMMALOENEPI

1. ¥ion, X-8 MAPCE/

TY3MA OPFAHIZE JEPI CAHAV BONESI
C/H

H/A

34956 TY3NA/CTAMBYJ

TypeuuuHa
Cepia BupobHuKa: B540193 J

MNornoxeHHs npo cepTudikauito

Lum nigTeepmkyto AOCTOBIPHICTL Ta TOuHICTE BULLEHaBeaeHoi iHcpopmauii. Lis cepia nikapcekoro 3acoby byna
BUFOTORNEHA, BKMOYHO 3 YNAaKOBKOK/MapKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULLEHABEAEHUX BUPOBHUUMX AiNbHULAX
Y MOBHIlA BIANOBIAHOCTI A0 BUMOT GMP MicLeBuUX perynaTopHux opraHis, @ Takox Ao crevuudikauii PeecTpauiiHoro
[ocke kpaiHu iMnopTepa abo dainy cneumdikaLii A0CNiZKyBaHOTO NiKapCLKOTo 3acoby. [JaHi Npo BUrOTOBIIEHHS,
yrakoBKky Ta aHanian cepii 6yno nepesipeHo Ta NATBEPAXKEHO iX innosignicTs cranpapTam GMP.

KomeHTap go ceptudikary:

B npolieci BUPOGHULITBA Ta yNakoBKU HE BUABNEHO BiAXMNIEHb, WO 3AaTHI BINWHYTA Ha BUNYCK NPOAYKTY.

Bunyck cepii / CepTudikauis BUKOHaHA: Dr. Peter Schramm, YnosHosaxeHa ocoba Ta KepiBHuk BKA
Bunyck cepii / CepTudbikauis Aara/Hac: 12-YEP-2024 / 14:58:31 BKY
Narta/Mac ocopMrieHHs cepTUdikary: 12-YEP-2024 / 14:58:33 BKY

Cropitka: 2/2 *3aCBIAUYEHO ENEKTPOHHUM NIANUCOM BiANOBIAHO CTAHAAPTIB ENEKTPOHHNX niagnvcis Canpos



PeecT.: 000000538004

CANIOTAC ®APMA TMBX

LineHuus OctepBeanikreH INaxre TepeH 3,
30171 Cronzetans OcTtepBeaniHren,

Tel: +49 39205 420

fliueH3ia Ha BUPOOHUUTEO!
DE_ST_01_MIA_2022_0023

CepTtudpikat AHanisy

OdhopmreHo:

Hassa marvepiany:
TopriBenbHa Ha3ga:

EK30EPUN 1% 15 KPM B1 YKP 5
EK300EPUN®, KPEM 1%, 15T B TYBI; 1 TYBA B KAPTOHHIV KOPOBULI

Ne marepiany: 44064592 Ne cepii: NT9617
Ne maTepiany in bulk 1: 42030360 Ne cepii in bulk 1: NT3043
Ne KoHTponbLHOI napTii: 000408975286

[arta BupoGHuuTEa: 18-KBI-2024 TepmiH NpuAaTHOCTI: BEP-2027
TepMiH npuaaTHOCTI Ha 03/2027

ynaxosui 1:

OpepxyBay: CaHpo3s Ykpaiha, YkpaiHa

Tect Bumoru PesynbraTyn
30BHIWHI BUrNAA Ginuit, M'akuii ado anerka cuponoaibHuiA Bignoeigae
(opraHonenTu4Ho) BANCKYHUIA Kpem

3anax FIErkUiA xapakTepHui sanax Binnosiaae
(opraHonenTu4Ho)

CepenHs Maca HanoBHEHHS 2150r 16,01
(KM

CepenHs Maca HanosHerHs [%] =100 % 106 %
(KN

jHavBigyansHa Maca HanoBHEHHN 213,61 Binnosinae
(KN

3HavenHs pH 45-55 4,9
(Eep.®. 2.2.3)

Touka NnaBneHHs 47,0-53,0°C 50,5 °C
(meToA hipmu)

|peHTudikavis HadTudin mae sigrosigatu Bianosinae
(BEPX)

lnenTudikauia Hadtdin Mae Bignosinatu Bignosinae
(TIX)

KinbkicHe BusHaveHHsa Hadtndiny HCI 9,5—-10,5 mr/r 10,0 mr/r
(BEPX)

KinbkicHe BuaHauerHs Hadrtudiny HCI [%)] 95,0 -105,0 % 100,2 %

(BEPX)

CropiHka 133

3acBiQ4eHO eNeKTPOHHAM NiANUCOM BiZMOBIAHO CTAHAAPTIB eNEeKTPOHHWUX nignuc

B CaHpos




Odropmnero: CANIOTAC ®APMA TMBX
LinkHuus OctepBepainred Naxre NepeH
3, 39171 Cronsetanb OcTepBeaniHreH,
Tel: +49 39205 420

PeecT.: 000000538004 NiyeH3isn Ha BUPOBHULTBO:

DE_ST_01_MIA_2022_0023

CepTtucpikat AHanisy

Hasea maTepiany: EK3OOEPWN 1% 151 KPM B1 YKP

Marepian Ne: 44064592 Ne cepii: NT9617
Tect Bumoru Pesynbtaty
KinbkicHe BuaHadeHHs BeHaunosui cnupT 9,5~ 11,0 mr/r 10,2 mr/r
(FX)

KinbkicHe Bu3HadeHHs Bersunosui cnupt [%] 95,0 -110,0 % 102,5 %
{TX)

[owmiwika 502-82 <03% <0,1%
(BEPX)

[omiwka KopudHuit anbaeria £0,5% <0,1%
(BEPX)

|lHaveinyansHi Hesigomi AoMilLKu £0,5% <0,1%
(BEPX)

Beworo pomiwok (BEPX) <05 % <0,1%
TAMC (3aranbte uncno aepoBHux BakTepin) < 102 KYOIr <10 KYOIr

(€8p.®. 2.6.12)

TYMC (3aransHe uucno rpubis) < 10" KYO/Ir < 10 KYOIr
(€Bp.®. 2.6.12)

Pseudomonas aeruginosa BICYTHICTL / T BincyTHin / r
(Erp.®. 2.6.13)

Staphylococcus aureus BIACYTHICTb / T BigeyTHin /
(€Bp.®. 2.6.13)
MikpoBionoriuyHa YucToTa Mae signosigaTu Binnosinae
(€sp.d. 5.1.4)
lepesipka nakysansHOro mMaTepiany: MakyBarnbHWi MaTtepian sianosifae BUMoram. Bianogigae
XapaKTepucTUKv HaBeaeHi 3riAHo 3i CTaHaapToOM
i po36ipnueo.

NiaTeepOXeHHn:
Lls cepist NnpoAyKTy BiAnNoBiAae MeToaam KOHTPOMIO. TakuM YMHOM, NIATBEPAXKYETLCS, WO BULLleBKasaHa iHcbopmaLis

€ [OCTOBIPHOD | TOYHO, @ TaKoX, WO PesynbTaTh aHani3is nepesipeHi i BignosiaaloTe BUMOram HanexHol
BUPOBHWUYOT NPaKTUKK.

CropiHka 23 3 3acBigyeHo enekTPOHHUM NIAnMcom BiANOBIAHO CTAHAAPTIB ENEeKTPOHHUX nignucis Caspos




Peect.: 000000538004

Odropmnerno: CAJIIOTAC ®APMA 'MBX
OinbHuusa OctepBepainreH Jlanre NepeH
3, 39171 Cronzetanb OcTepBeadiHreH,
Tel: +49 39205 420
JliLeH3ia Ha BUPOBHULTBO:!
DE_ST_01_MIA_2022 0023

CepTtudpikat AHanisy

HasBea marepiany:

MaTtepian Ne: 44064592

Bunyck cepii / CepTudikauin BukoHaHa:
Bunyck cepii / CepTudikauii fata / Hac:

CepTtudikat ochopmMneHuit aata / vac:

EK3OAEPUIN 1% 15 KPM B1 YKP

Ne cepil: NT9617

Dr. Peter Schramm, YrnoBHoBaxeHa ocoba Ta KepisHuk BKA
12-YEP-2024 14:58:31 BKY

12-YEP-2024 14:58:45 BKY

Digitally signed by Fodochoriko Tutiana
eople,

Fedochenko
Tetiana

R QP on import
Dato: 2024,09.25 12:22:31 +0300"

CropiHka 333

3acBig4eHo eNneKTPOHHUM NiANUCOM BiAMOBIAHO CTaHAAPTIB ENeKTPOHHNUX nignucie CaHpos




Ref: 1206241658

Issued by:
SALUTAS PHARMA GMBH

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen.
Germany

Germany

Tel: +49 39205 420

Manufacturing License:
DE_ST_01_MIA_2022_0023

Certificate of Conformity

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:
Package Type:
Package Size:
Material No.:
Batch:

Date of Manufacturing:
Expiry Date:
Manufacturing site

Releasing Site :

Testing site:

Importing country:
Ukraine

EXODERIL 1% 15G CRM V1 UA

EXODERIL®, CREAM 1%, 15 G IN TUBE; 1 TUBE IN CARTON

1 o/0

CREAM

TUBE

1PCx15G

44064592 Release Type: BATCH CERTIFICATION
NT9617

18-APR-2024 Release date: 12-JUN-2024

MAR-2027 Released Quantity: 28707 PC

SALUTAS PHARMA GMBH License number: DE_ST_01_MIA_2022_002
39171 Suelzetal OT Osterweddingen. Germany 3
Germany

SALUTAS PHARMA GMBH

Site Osterweddingen, Lange Goehren 3

39171 Suelzetal OT Osterweddingen

Germany

SALUTAS PHARMA GMBH

Site Osterweddingen, Lange Goehren 3

39171 Suelzetal OT Osterweddingen

Germany

Marketing Authorization Number:

UA/3960/01/01

Components:

Material Name:
Material No.:

Total Bulk Quantity:
Manufacturing site

NAFTIFINE HCL CRM 1% DE21 EU 02

42030360 Bulk Product Batch No.: NT3043

1793.1 KG

SALUTAS PHARMA GMBH License number: DE_ST_01_MIA_2022_002
Site Osterweddingen, Lange Goehren 3 3

39171 Suelzetal OT Osterweddingen

Germany

Page: 1/2
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Issued by:

SALUTAS PHARMA GMBH

Site Osterweddingen, Lange Goehren 3
39171 Suelzetal OT Osterweddingen.
Germany

Germany

Tel: +49 39205 420

Manufacturing License:
DE_ST_01_MIA_2022_0023

Ref: 1206241658

Certificate of Conformity

Material Name: EXODERIL 1% 15G CRM V1 UA

Trade Name: EXODERIL®, CREAM 1%, 15 G IN TUBE; 1 TURE IN CARTON

Material No.: 44064592 Batch: NT9617
Components:

Material Name: NAFTIFINE HCL N TR04 PW UD GE 01

Material No.: 40004330 Active Pharm. Ingredient Batch No.: B540193
Manufacturing site SANDOZ SYNTEK ILAC HAMMADDELER

1.YOL, H-8 PARSEL

TUZLA ORGANIZE DER| SANAY| BOELGES!
S/N

N/A

34956 TUZLA/ISTANBUL

Turkey

Manufacturer batch: B540193

Certification Statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling 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 country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Certificate comment:

During the course of manufacturing there were no deviations that may influence the release of the product.

Batch Release / Certification performed by: Dr. Peter Schramm, Qualified Person and Head QC
Batch Release / Certification Date/Time: 12-JUN-2024 / 14:58:31 UTC
Certificate Creation Date/Time: 12-JUN-2024 / 14:58:33 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards
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