Polfa Warszawa SA

www.polfawar.com.pl

AQ Bapwascknit ®apmayesTvieckui 3asoa MNonbcha

yn. Kaponsxosa 22124, 01-207 Bapwasa, NOMbLUA

Peecrp npeanpurmate nait PaionHs s Cya ans cranmanono ropans Bapwasu s Bapwase, XII Xosswicr

YerapHbin hong 230 000 000 PL N, Coopuupoamini kamvran: 230 000 000 PLN
Crammcrimecxwa AABHTHOKKSLMOHHLIM HoMep: DOD043937 NIP 525.000-04-81

Hanmenosanue npenapara:

Hnzexe: KSLM-0102-800
Cepus: 01VL0121

FAJTABOJIMHY kanuw HA3a/IbHblE

Crpana nasnauenns: POCCHS

Meauuwncion otgen: + 48 22 691 35 65
Orgen npoaaxw: + 48 22 691 36 42

uennand OTaen MocyaapcTaerioro Cynebuoro Pescrpa;

KRS 0000147193

Hara: 26.02.2021

CEPTH®HUKAT KAYECTBAN:.: 475 5634

0,05%

Cpox rogrocru: 01.2025
Jara npoussoacrsa: 21.01.2021

[NOKA3ATEJIH KAYECTBA

AHanns memonuen no: H M NOT4423/01-221216 1 Mov. No 1 1 Mam, Ne 2

Iokasatenn (meToabi)

Tpedosannsg HJI (eneundukaunn)

Pesyantat uenbrranmi

Onucanne

Gecuserras wnk noyTh GecuserHay 1pO3pay Has
KHIAKOCTEL

GWHHC THAA, 1PO3PAYHAN HHUKOCTE

Mosnnunocts keunomerazonnna
THAPOXIOpPH:
- KAMECTHEHHAN PEaKius

- BOXKX

- nosrigercy Guosieroroe ORpPUlHBAHUE

= BPCMA YACPKHBANNA OCHOBHONO MK HA
XpoOMaTorpamMme HCIILITYEMORO PACTROPA JOKHO
COUTBETCTBOBATL BPEMEHM YACPKHUBAHUS [THKA
KCHI0OMETA30.THHA Ha Xpomarorpamme
CTAHAAPTHOTO PACTROPa »

- COOTBETCTRYET
« COOTBETCTBYET

Homnrocrs Gensatkonns XJa0pun
Ka4CCTBEHHA peaKiins)

OKpaniBaHue XN0podopmMoBOro ¢1os & cHuni
useT o

COOTBETCTBYET

Nopmnnoers AMHATPMA 3aeTal
Ka4YCCTRCHHAN peaKiHa)

OTCYTCTBHC H3MCHCHHS OKPACKH pacTeopa

COOTBETCTBYET

ITpoapaunocts

NPENApar 10:mkett GbITh 1PO3payHbIM

NPENapar npo3payHsIi

UgetnocTs NIPENApaT Z0AAER ObITh GECIUBETHRM WK npenapar GecuBeTHRIH
BLIICPKHBATE CPABHCHHE ¢ ITan0HOM No Y7 wan
GYs
“‘pH SJSA 710 6,]
HoMmunantuniit o6nem He menee 10 M 10,5 M

TMocroponmue npumeck (BDXX)
- [IpUMech A

= CAMHHYHAg
HCHIEHTHOUUMPOBAHAAS NpPHMech
- CYMMa npuMecei

He Doaee 3.0%
tic 6onee 0,5%

He Goaee 4,0%

< 0.1% (npenen nponycka)
< 0,1% (npenen npomycka)

<0,1% (npenen npornveka)

MukpoGHonoruyueckas uncroTa

. ®.XII katcropus 2

OBiuee yncao aIpobunx Bakrepniit # ApowKennix
1 niecHeBbIX rpHGOB (CymMMapHo) — we Gojsiee 102
KOE B 1 r npenapara

Pseudomonas aeruginosa - OTCYTCTRHE B 1 1
Hpenapara

Staphylococcus aureus - OTCYTCTBHC B | 1
Tipenapara

menee 10 KOER] p

OTCYTCTBYIOT B |
OTCYTCTRYIOT R | I

AMHATPHS HACTAT (THTPHMCTDHS )

KomTiecTsa 0,20 mr /mnt .

Kosuuecraennoe onpenenenue 90,0 - 110,0% OTHOCHTETbHO 3a8BIEeHHOIO 103,7%
KCHAOMECTA30/1MHa FHAPOXN10pK KOJIHYECTBa 0’50 MT /T

BIXKX)
Koauucersennoe onpeacnenne 90,0 - 110,0% oTiocHTennno IAABICHHOTO 100,5%
Gensankonus xiopun (THrpuMeTpus)| konuuectra 0,10 Mr /ma

Konuuecraennoe onpejieneHue 90,0 - 110,0% oTHOCHTENLHO 3aABIEHHOT O 102,4%

Vnakoska

10 ma npenapara nomewasor s MOJIHITHIICHOBbIH
$aaxoir co Berpoetof KanejasHHueH u
HABHHYHBACMOH KPLINIKON WIIH HARMHYHBACMO
KPBILIKOR ¢ KOHTPOJIEM IEPBOTO BCKPLITHA.
®nakon BMecTe ¢ HHCTPYKLUHCH N0 NPUMCHEHHIO
NIOMEIAIOT B KAPTOHHY KO f1auky.

10 M1 nipenapata nomeneHs!
NOAHITHACHOBBIH (IakOH €O BCTPOCHHOH
KanenkHHieH ¥ HaBHHYHBaeMO
KPhIIKOH,

DaKOH BMECTE ¢ HUCTPYKLKEH 110

NPHMEHCIHIO NMOMCLICHLI B KapToOHIyio




Polfa Warszawa SA

www.polfawar.com.p|

AQ Bapwasckui QapmaliesTiqecku 3asog Monstha
yn. Kaponwrosa 22/24, 01-207 Bapuasa, NOMbLLA

Peectp npesnprHumaTensi PaioHKeiA Cyn Ans cToNWYHoro ropona Bapwase s Bapwase, XIl Xosnixcr

YerasHbid howg: 230 000 000 PLN; CdbopmupoaarHsit kanuran: 230 000 000 PLN

Crarueruueciui MAEHTUDMKALMOHHEI! HoMep: 000043837 NIP: 525-000-04-81

Meauuusckui orgen: + 48 22 691 35 65
Oraen nponaxu: + 48 22 691 36 42

senrbit OTaen MocynapcTaeHHoro Cynebroro Pesctpa;

KRS: 0000147193

IIdHKY,

Mapkuposka Ha stuketre duakona veaipipaior: TOPIoBO¢ Ha atwkerke gnakona yasams:: TOProBoe
HAUMEHOBAHHC NpEapara ¢ NpeayNpenHTensHo HaWMEHOBAHHE Npenapara ¢
MAPKHPOBKOH ®, mewnyHapoaHoe MPEAYNPEAHTEALHOH MapknpoBkoi ®,
HEMNATCHTOBAHHOE HANMCHOBAHME, MERNYHAPOIHOE HEMATEHTOBAHHOE
JIEKAPCTBEHHYI0 HOPMY. KOHIEHTpaIMIO (%). HAHMEHOBAHKE. NekapeTBeHHan Gopma,
oGbem npenapata (mi). yeiosus XPAHCHHA. cpok | KoHueHTpaLms (%), o6bem npenapara
XPaHEHUs Nocne MepBoro BCKPLITHA (iakoHa, (mn). yci0Bus Xpanenus. CPOK XpaHeHUs
HAHMCHOBAHHE (JMPMBI-IIPOU3BO AUTE TS MOCIIE NEPBOTO BCKPBITHA (1aKOHA.

B COKpamieHHo# dopme u ctpany (AQ B3 HAUMEHOBAHHE (DUPMBI-NPOHIBOAMTENS
Monsda Monbwa), sororu, HOMEp Cepin, cpok | B cokpaileHHoH hopme u crpana (AQ
FOJTHOCTH, B®3 IMoaspa [onsma), JIOTOTHN, HOMEp
ﬂiﬁnmw{_ﬂiwm TOprogoe CEPHH, CPOK FOAHOCTH.

HAHMEHOBAHHE Npenapata ¢ npeaynpearTensnoii | Ha KAPTOHHOM IaYKe YKAIAHEL; TOPTOROE
MapKHPOBKOH ®, MexayHapoaHoe HAUMCHOBAHHE Npenapara ¢
HETIaTCHTOBAHHOE HAKMECHOBAHHE, NIpEAYNpEAHTENbHOM MapKkiposkol ®,
JCKAPCTBEINYIO opary, kormenTpaiumo (%) MCHETYIIAPOAIOC HeNaTeNTOBAHTIO
ofbem npenapara (m1), cocras Ha 1 ma HAMMEHOBAHHE, ICKAPCTBEHHAA hopma,
(HauMenOBaHUE 1 KOHYCCTBO AcHCTBYIOMWET0 KoHueH1pauus (%), oGbem npenapara
BELUECTBA, MEPEYEHB BCMTOMOTATEThHEIX BELLECTB), | (M), cocTas Ha | Mn (HaumeHopanue
CroCcoG IPHMEHEHMS, YCIOBUA XpaHeHHs, Cpok H KOMUYECTBO ACHCTBYIOLUErO BEILECTBa,
XPEHEHHS MOC/C MEPBOTO BCKPLITHS (NakoHa, NEPCHEHY: BCIOMOTATENLHBIX BELLECTB),
YCNOBUA 0TNyCKa, « XpaHuTb cnocol npHMeHeHH s, ycroBus XpaHenus,
B HElOCTYNHOM 177 fietei mecten, «He cienyer CPOK XpaHCHUs [OCIIE NEPBOI0 BCKPhITUS
NPHMEHATE Npenapar Gonee 3-x pa3 B cyTkiy, (raxona, yenosusa OThycka, « XpaHuTh
«lTpononsurenshocts NPHMEHEHMs Npenapata— | g HEAOCTYITHOM 117 eTeii Mecte», « He
He Gosiee 3-5 nHeli», HaumenoBaHe hHpMbI- CACRYET NpUMEHSTE ipenapar Gonce 3-x
TIPOM3BOLHMTEIA, €€ IOroOTHII K ajIpec, pas B cyTku», «[IpoposmkuTensHocTs
PETHCTPALHOHHLIN HOMED, HOMEp CepHy, Cpok MPUMEHCHHA Npenapara — He Goee 3-5
F'OAHOCTH, WUTPUX-KO, JIKei», HauMeHoBalue cbanm-
HoMoNRUTETRHO MOrYT BRITL HaHeCeHL] CpPEacTBa | MPOMIBOAMTENS, €€ JIOTOTHN H aapec,
HACHTHOUKALMY, A TaKKe MOseT BhiTs HAHECEHA | PErHCTPALMOHHELIA HOMED, HoMep CEPHH,
Haknelika, ofecneynpatoman KOHTPO/IL IEPBOTO | CPOK rOAHOCTH, HITPHX-KOI.

BCKPBITHS

Xpauenue B sammenrom ot ceera MECTE, IpH Temnepatype | B sawumennom ot ceeta MECTE, MpH
ot 15 no 25°C TeMneparype ot 15 no 25°C

Cpok roaHocru 4 roma 4 rona
Cpox xpanenus nocne TNEPBOTO BCKPLITHA Cpok xpaHeHus nocie nepeoro BCKPBITHSA
dnaxona — 12 wenen (maxona - 12 wenens,

ITpenapar COOTBETCTBYeET TpeGOBaAHMUAM:

HITIN014423/01-221216 u Msm. Ne L H3m. Ne 2

Otnen koHTpons kavecTBa

KIEROWNIK
LABORATURIY EMICZNEGQ
~

{
t

\.. ,‘;gan’:%faadom ska-Trzos




AO «<AKPHXHH» SOP001790
JSC « AKRIKHIN»

PA3PEIIEHHE HA PEAJIM3ALIHIO Ne 1750-2021
(CERTIFICATE OF COMPLIANCE)

HAHUMEHOBAHHME [IPOAYKLMH [ 11: I AZIAZOJIMH® KATITH HA3AJIBHBIE 0,05 % ®JIAKOH 10 M
FINAL PRODUCT NAME: N |

MERIYHAPO,THOE HEHATEHTOBAHHOE Keuaomerasonun

HAHMEHOBAHHE:

INTERNATIONAL NON-PROPRIFTARY NAME:

HOMEP CEPHH: 01VLOI2]

BATCH No:

KOI1MPOI1YKTAT: KRSLM-0102-800

FINAL PRODUCT CODE:

I'OJIEH J10: 01.01.2025

EXPIRY DATE:

OBBEM NOJIYYEHHON PO Y KILTH 67150 VITAK

(YNNAKOBKH);

FINAL QUANTITY (UNITS):

PETHCTPAUHOHHOE YJIOCTOBEPEHHE: TTN014423/01

MARKETING AUTHORIZATION No-

HAHMEHOBAHHE H AJPEC JAEPKATEJSA Warsaw Pharmaceutical Works Polfa S.A PL,01-207, Warsaw,22/24
PETHCTPAIHOHHOI O YIOCTOBEPEHMA: Karolkowa Str

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAUMEHOBAHHE H AJPEC MPOU3BOAMTE. A AQ Bapuwarckuii apmaterTHYeckmil 3a8on Monsda [Tloasma]
(BLINYCKAKOUWHII KOHTPO.IL KAYECTBA): Warsaw Pharmaceutical Works Polfa S A Karolkowa Str., 22/24,
NAME AND ADDRESS OF MANUFACTURER (RFLEASE 01-207, Warsaw, Poland

QUALITY CONTROL.):

}

Aannan cepus Guira mpowsserena, sraoqan YNAKOBKY M KOHTDO.Ib K44ecTBAa, HA BbIUIEYKA3AHHON NPOH3IBOACTBEHHOI
ILTOUIAAKE B 110.THOM COOTBETCTBIH ¢ TpeGoBanuumu cGMP nereroro PBIHKA H PErHCTPAUHOHHOI TOKYMeHTAUMeil.
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the

¢GMP requirements of the intended market and with the Marketing Authorisation,

lpomwironcrso cepun, YHAKOBRA W aHATH3ELI OLLIH TPOBEPCHBI W NPH3IHAKL! COOTBETCTBYHOMHMH cGMP,

The batch processing, packaging and analysis records have been reviewed and found 1o be in compliance with cGMP.
Kauecrso npoayxra CooTBeTCTBYET TpeboBannam [1 N /01- No | Ne

The quality of the product conforms to the Specification

Hacrosmnm noxrsepanaio, uro BLIEYKAZAHHANA CCPHA PaIpellena K peatHiammy
I hereby certify that the above mentipned batch is released to the market,

e ¢
/./" i

0 1 vioH 2071

Ynoanomoyennoe Juuo il D®uannosa E.B.  Mpukas Ne 549 ot 22.07.2019  lara:

Qp "o / Name Order Date
Hara memycka: 01.06.2021 12:33:13

Hata pacnievarku: 02.06.2021 09;07:38

Pacneuaran: H.®. KOcynoea

Nuer 1 uz 1




