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TALLINNA FARMAATSIATEHASE AS

THOHKAT COOTBETCTBHS Na 5-3 9/3-21/55

Toprosoe HAMMCHOBAKHE Mpenapata: KATICHKAM® yaas ANS BAPYEEOre HpHMeRemyy
0 50 r 8 TyGe amomernenon

Meagymapopzoe
Cepaa No: 550221

Heara npomssogersa; 02.2021
Komsiectno ynaxonox » cepma: 10160

HENaTeRTOBARROE HAaHMCHODAHNE BTy [pynmuponoynoe EauMeHOBAHHE! -

Taliinn, ESTONIA

AHATHIH BAmOIHE ] B COOTRETCTRHH ¢ TpeSosannmun [1 N012970/01-211011,
Mamenenne Ne |, Havenerme No 2, Hanenenne Ne 3, Mamenerue Mo 4, Hanenenne MNe s,
I’Iaueizme N6
: Peayanraru
Me Hoxasarens Hopmr agama
. | Omucanue Mass Genoro am bGenoro co cnerxa | Maag Benoro co
HKCTTOBATEIM OTTEHKOM LBeTa Co cnerka
CHenEGUYECKEM 3anaxon KambopEl | merTORATHDG
H CKHIIMZapa OTTEHKOM LIBETA ¢o
coenudmyeckmy
3amaxom Kamdopks
E CKHIBapa
2. | Hommmmmocrs Ha xporarorpaoge BCORITYeMOro Brnepsucrsaer
p&c‘xx'np:pa, OPBETOTORNECHROrO Mty HCTITAEHE
KO Oro onpe/enemus,
BREMA YNCPMHBARKS OCHOBHAIX
KOMUOHERTOR fO/miHD
COOTBETCTBOBATE BpeMeny
Yaepxunarmy -
obpastion AEneTincy mdokcraa,
g)-a-meaa, KaMdopr,
HIWIHHKOTHHATA ¥ HOHHBAMHIA _
3. | OmmopoamocTs B 1pex ma 9ETRIpeX npol Ae nomiro Brgepuamaer
oﬁiagebymw.wn BHIDMEDC 9acTHn HCHOhITaRRe
4. | Macca conepxanvoro He menee 50 ¢ S0r
TyGht _
3. | Mexpobuonoruseckas | I XI| I, kareropag 2 Brinepaanaer
[ | emcroma HCORTaxKe
6. | Komegecraernoe
oHpenetenne
- AIdeTIICY mboxeaa | Ot 40,0 ar 20 60,0 mre ]l 50,2 mr/r
mpenapars
« XBMpopht Ot 24,0 Mr 10 360mMrelr 28,7 mr/r j —
panenmaeckolt openapara ; T
- CKETIHZEpa Ot 24,0 Mr 1o 36,0 mrs | 1 V%
HKEBEYHOTO Openapata ~ o TPy w——"
¢ conepacanmen 2 S dma
a-IEHens 16,8 - 30,6 mr/r 21,06/
B-mumena 1,2 7,2 mrir 3,1 arir PO
- Gemmmmmxorunsta | Or 16,0 ap 20240 mrn ] r 216 Mr/r
| npenapara il
it Lo
Asdress/Address Telalor/Telephone E-mall Rw‘
Tondi 33, 11318 +372 812 0201 famag@in. ee 10094281




2(5)

TALLINNA FARMAATSIATEHASE AS

CEPTHOHKAT AHAJTM30B U CEPTUOUKAT COOTBETCTBHS MNe 5-39/3-21/55
Toprosoe namvenozazue mpenapata; KATICHKAM® mass aas sapyssoro OpHMeHeHHS

1o 50 r B TyGe ammomunuenodl

Memnapomoe BCOATCHTORBAHEOE HANMCHOBAHHE MR IPYTIIHPOBOTIROE HARMEHOBAHKE! -

Cepag Ne: 550221
Hata mponasoncrsa: 02.2021
KonaecTso ynaxosok B ceprs: 10160

N

HoxazeTenn

Hopmsi

Pesyerarst
LHLAR2A

- HOHEBAMEA

Ot 1,6 Mr 00 2,4 M1 B | r mpenapara,

1,9 mx/r

Ynaxonxa

[To 30 r wmm 50 r B TY6M
AMOMUEHCEEIC B COOTBETCTBHE CO
coenuduxanuesl xagecTsa
OPeIPHATEA-DPOHIBOMKTENA, ©
BHYTPeRHER NOBEPXHOCTLIO,
nokpsrroll staxon Tana J3092, ¢
SAIMATEOH amoMuaHesoH
memOpaHoH Ea ropnoBEse B
koHycoobpasEsM mpacnocobnenuen
4t npokosa MemGpanut B
HABHHUHBAIOMIEMCR Oymone 3
[LTACTMACCH,

TyOy mecte ¢ HHCTpYKIOHER 1O
OpHMCHEHIIO # AIUTHKETOPOM
NOMEIIAIOT B NAYKY B3 KAPTOHA
kopoSouroro. Ha naaxe moxer Gurrs
HRHECEH CTHXED JI8 KOHTPO/IS
NEPBONO BCKPEITHIL

Cootrercrayer
TpeGonammam.

I[To 50 r 8 TyGe
anoMERREBOH,
Ty6y adecre ¢
MHCTpYKUHeH no
OpHEMEHEHHIO H
ANTUTHKATOPOM
[OMEWAioT B
Oavky H3 KapTOHA
Kopobougoro.

Ha nauxe manecen
CTHKED HIA
KOHTpPO/IA OEPROro
BCKDEITRS

Mapxuposxa

Ha tyGe u nawxe Ha pycexom g3nxe
YRashIBAIOT BIANETLIE
PCrHCTPAIRORHONO YOCTOBEPEHUS,
€0 TOBAPHRIH 3EaK (IATHHCKEM
WpRPTOM) B Anpec, OpeAIpRATHL-
OpOH3BOARTE/s, €10 TOBAPHAIE 3HAK
H aJpec, Ha3BaHue t;pen&pa'ra c

AYIPETATELEOR MAPKHPOBKOH

, HA3BAHMA B COJCpAHNE

8KTHBHLIX BEINECTB, HAIBAHUL
BCOOMOMETENEHAIX BEIIECTR, MACCY
HpEHapaTa B rpaMMax,
NEXEPCTREHHYIO HOpMY, crocob
NPHMEHERUS, YCIOBUE XPAHESHHS,
YCIIOBHA OTOYCKA, «XPaEiTE B
HEJOCTYITHOM JUIs nerelt MecTey,
«BoeyToNmOmas paiorpesalomas
Massy, «Ilepen mpavenermen
mpouRTadTe HECTPYXImO», «He
3AMODAXHBATE», HOMED CEPHH, CPOK
roguocTH. Ha nasxe nonommremsao
YK&3BIBAIOT HOMED
PETHCTPALEOHROrO yNOCTOBEPEHHS,
A&Ty IPOH3BOACTBA, MTPHEXOBOR KON,
TOBAPHLIE 3HAK BIAKENLIA

Aadresa/Address
Tondi 33, 11318
Tallinn, ESTONIA

Telsfon/Telaphone E-rail
+372 612 0201

farma@th.ee




TALLINNA FARMAATSIATEHASE AS

CEPTHOUKAT AHAJTU3OB K CEPTHOUKAT COOTBETCTBHUS Ne 5-39/3-21/55
Toprozoe Haiveropayye tipenapata: KAIICUKAM® masn naa HAPYRHOTO NpHMeHeHUa
1m0 50 r B TyGe anioMunuesoil

Mexayraponioe venatentosaunoe HAHMEHOBAHHE UNH MPYTUTHPOBOYHOE HauMeHOBaHKE: -
Cepus Ne: 550221

Lata npoussonctsa: 02,2021

Ko/miuecTso ynaxosox s cepun: 10160

: Pesyavtater |
. ;

Ne Mokazarenn Hopms: P oty
FPADHEECKOr0 2JIeMEHTA | rog Coorercrayer
paspaboTku auzaiina VHEXOBKH, TpeboranHaM,
BHYTPEHHUHE kog maxery
NPEANDHATHA-TPOHIEOIHTENS | anaaggﬁgat?a}f: —
BHYTPEHHHH KO MaxeTa pnafensia cpeactsa =
pcrm:’rp&uuo HHOT'C ya0CTORE CHHSL, T
YHHBEDCANLHBIA KO nepepafoTky | AACHTHOHKALIHY,
(PAP). B ornensrenx CTy4agX MOryT
BuITh yrasaHs] BHYTPEHHEE K05
Tunorpaguu. Ha Gokosom kranane
MOryT GLITh HEHECEHBI CpeaCTEa
UICHTHWKAL WA,

9. | Yenosua xpanenus [lpu Temnepatype e Bsiue 25 °C. He 3aMOpaKHBaTH

10. | Cpox rogrocTu 2 rona Tonen mo 02.2023 ¥

AHanua nposén E. [evarnora

Ipaspnia

3aknogeHne: cooTseTcTByeT TpeGoBanHam [T NO12970/01-21101 1, Hamenenne Ne |,
Hamenenne Ne 2, Hamesienue Ne 3, Mamenenue No 4, Hamenenue No 5, Mamenenne No 6

Pykosogutens {

TPYTUILI KOHTPONSA KEYECTRE M. Jluun
Aadress/Address Telefon/Tetephone E-mall
Tondi 33, 11316 +372 612 0201 farma@ift.ee

Tallinn, ESTONIA
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TALLINNA FARMAATSIATEHASE AS

CEPTHOUKAT AHAITU30B U CEPTHOMKAT COOTBETCTBHA Ne 5-39/3-21/55

Toprosoe semdenonamme tpenapara: KATICHIAM® masy gra HADYMEHON0 NpEMencHES
10 50 r 5 TyGe amosmanenoit

Mexnysaponmoe BenarerTopammoe HAUMEHOBAHAE WTH MPYTIEPOBOUHGE HAHMEHORANNE: -
Cepra Ne: 550221

Hata npomssogersa: 02,2021

Komriectso ynaxosox » ceper: 10160

Homep permerpanmomsore YAGCTOBEDEHER JICKIPCTREHEOTD mpenapara: [T N012970/01

Hpomasenurens (Bee CTAREH, BEAIOIAR BHIYCKRAIOMEN KOETPOE Kagecrsa):
AO Tawmmrcks dapyaneeTraeckn 38HOX

Homep npomsoncrnennott nunemanm: 381

Cepra¢uuar coornercraus HIMI (GMP): IN-2-14/18/8 (H, V), Ne GMP-01327/19/EE
Hamuenonanne axrupmore Bemecrna: JameTnncymgokeny

Ipomsomwrens axrapsoro Bemecraa: lefropn Kemuxan Konarama JLJL C., CloA
Hanmenonanme axranuoro sBemecrsa: Kamopa pauemmaeckag

Ipomsromurens axTuBEOro BemecTna: Opuertan Apomaruxe Jimvaren, Mums
Hammenonanme axrannore nemecrna: Cxanmpap smnmast

Hpomsomurens axrunnore semecraa; Ppeit + Jlay I'u6X, Nepmanus
Hammesoanue axtasnoro pemecrna: Bensmraxorunar

Hpomipomarrens axTannore semectaa: [epSept Bpayn Qapmacsioraxan 3 Pecépe
JlaGoparopas, Hamus

Hazmenonaune axranroroe BemecTsa: Horrnanoiy

Hpomsomerens axranmoro semecysa: Bunaxen C.o,A., Uramg

Aadress/Addrecs Telofon/Telaphone E-mail T Reglalikged
Tondi 33, 11316 +372 612 0201 farmagit.ee i 16083221
Tallinn, ESTONIA S i
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TALLINNA FARMAATSIATEHASE AS

CEPTHOMKAT AHAJTIM30B Y CEPTUDHKAT COOTBETCTBHMS Ne 5-39/3-21/55
Toprosoe naumerosanue npenzpata: KAIICHKAM® main [JIS HADYWKHOTO MPUMEHEeHHH
no 50 r B Ty6e amomuruesoit

MeXOYHEPORHOE HENATERTOBAKHOE HAHMEHOBAHHE WK TPYMIHPOBOYROE HAHMEHOBAHHE! -
Cepus Nu: 550221

Hara nponssoacrea: 02,2021

Komasectso ynakosok 8 cepuu: 10160

Kommenrapuu hameuanug: -

3ansnenne o cepTHGUKanmN:

«Hacrosum 5 ynocroseps:o, uto NPHBENCHHAN BSIUC HHQOPMALHNA AB/LIETCS AOCTOBEPHOM
M TOYHOH. JTa CEpHN JEKAPCTBEHHOIO npenapara 6sima NpoKIBeeHA (BKNIOYAS ynaxosxy/
MapKHPOEKY), ¥ NIPOBENEH KOHTPO/b €6 KAYECTBA B [IOMHOM COOTBETCTBHH ¢ TpeSoBaHuaMu
TPABHIT HAVIEKANEH IIPOHIBOACTBEHHON NDakTHKH H B COOTBETCTBHH ¢ TpeboranuaMH
PETHCTPALMOKHOIO  [OCLE  LEGIEBOr0  prHKA M HODMABTHBHOH  JOKYMEHTALWH,
38PETACTPHPOBaHHOR B PQ. [IpoTOXOMBI MPOM3IBOACTRA, yNAKOBKM M AWANMIOR GRLMM
TIPOBCPEHB] H [TPHIHAHE! COOTBETCTRY IOUIMMMY

et T TR ER
; /}aga?maatmggeha T,
o

dg

- [ Kvaliteedikontrolli

L oes Ryoamond, | = Ja arenduse osakond /
Ynonsomogennoe Ayn

23 02 1

{Rata ppinycry/

=

Londi 33, Talies~

Aadress/Address Telefon/Teleghane E-mail

Tondi 33, 11316 +372 612 0201 farma@ift.ee
Tallinn, ESTONIA LN




