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UEHTP KOHTPONS KAYFCTRA
AQ cAKPUXUH»

Ceprudunar ananuza AK No: 520 6891

_ Dipagyr - HOKCABUAR CYCTEHSUSA VIR TIPWEMA BHY TR 40MI/AN N1
Wigonc FEON-0100-000

Na ropuu: 19PSN193

Qlnam cepin

Aava avanwag:

1.506 THiC ¥TAK
2020-03-06

Cpox roauocr

e AT BHITYOH:
Hata pacnevaTi’

2021-12-01%

Aara npowsaogerea; 2019-12-04

<Y 4

2020-03-10
Crparuign’ 148

PesynsraTil Mensiranui

HaumeHosanue noKa3aTens

Tpeboaanur HORMETHBHON AORYMERTAL M

PesyALTaTS HEnbTaH MR

Onucanue

Cycniensun Genoro upera; gonyexaercs
HASIMSME NoNynpospasHsix ung
HENPO3paYHLX NOMYTREPARK YacTuy Henoro
usera

| Banoro ysera

Cycnerana Benoro usera;
HANMMUE MOMynpoapasHsix
UMM HENPOIPaLHLX
NOAYTBERBX YacTuy

MoanvkHoC T 1

i

b

Noszakonazon. Bpess yaepsuaanin
QTHOBHOTO NUKA HI XPOMATOTPAMME
HCNLITYEMOTO PACTBOPA CouTaeTCTBYeT
BPENMEHW YRE[VBIHER MUK Ha
XPOMATOrPAMME CTBHARDTHOMD PacToapa
nosakoxazona (£ 2 %)

Mozanokazon. Bpewmn
YACDKUBEHUA CCHOBHOID
TARZ HA XPOMBTRrPEMME |
WCABINYEMOTY PACTBORS
COOTBETCTRYET BpeMEHy
YEEPRUBAHUA NUKA Ha
ipoMarorpanide
CraupapTHoro pacratpa
NO3AKOHAZONS i
(OTHAOHEHUE BpEMEHA
YACDAMBANAA 1 %)

| Noanuusocry 2
!

MozakoHason. QCHOBHOE NHTHD Ha
XPOMaTOTparMe MChsiTYEMOre pacisopa no
3HadeHwo RF ROrokHo COOTBETCTEORATL
ORTHY H3 XPOMETOMPAMME CTaHADTHOIG
DACTHOPA NOIAKOHAIONA B npeaenax + (.05

OcHoBHOR NATHO Ha
| XpOMBTOrpaNMMe

HENBITYEMOTO pPacTaopa no
JHayenwo Rf
COTTBETCTHORYET HATHY Ha
XpaMBTCrpamMmMe
CTAHABPTHOO pactsopa
NOIBKOHAIONA B NPLAEnaK
% 0.05
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UEHTP ROHTPOAH KAYECTRA
AD e AKPUXMH»

-Ceprudurar ananusa AK No: 520 6891
MioayxT: HOKCA®UNG CYCMER3WA ANS NPUNEMA BHYTPb 40MIMN N*
Hrgene: PSEN-0100-000
19PSNTD3

Ne cepuu:

o n(..m-u s ﬁm

Cpox ropsociu:

Jlm'a BsinyoHa:
Aam aamwatm

20211201

Crpannual 278

PesyabTatel nCnbITanmi

¥
]
i
H

| Hasmenasarme noxasirens

 Tpebosanun HOPMBTUBHON JOHYMEHTDUMY

PesyasTars nensiianmii

¢ Noanennocrs 3

Hatpua Hensoar, Bpems yaepwusansn
OCHOBMOTO MMKA HA XpoMaTarpaMme
HLMBITYEMOTO PACTRORA COOTBRTCTRYEY

" BPEMEHK YREP?KMBEHHR fika wa

XPOMATOrPAMME CTRHAAPTHOTO pacTHOPS
HaTpuA Gensoata (& 2 %)

Harpun benoar. Bpema
YAEDMUBAHWA OCHOSHOTD
KA 42 XpoMaTorpaMMe
MENBTYEMOrS pacraopa
COOTRETCTRYET BpeMalin
YREPHUBZHUS NUKE Ha
YPOMATOIDAMMS
CTAHAAPTHOID pacTBOpa
Harpus Densoara
(OTHNOHEHWE BPEMEHN
yAEpRABAIHUA 1 %)

TNoanuHHoCTe 4

Turana AroKCU, ORPALIMBBHUE PACTBOPA B
HEATHR WU RKENTO-OPAINKesbid Ler

Ckpawnsarve pacrsopa s
HENTLIA

Masnexaesuiin o0vem He Metee HoMrHaneHoro o0rema (105 Ma | 111 mn
| pH 01424048 45
} WORFENIN
Bazkoots [¢) Or 9"’0 cl‘l AG 3200 2276 <l
Pm.-ranpcme B KeakAGH 13 G npob npowcxoaur 95 %
pacTBoperne ve meHee B5 % 3a 30 mun
CenuMeHTaLuoHs an CYCHEH3UA AOMKHA COTABATECA FOMOTENNOR | CyCnenius oCTanaerca
YETORUHBOCTE [OCSIE UHTEHCUBHOTD BCTPRXUBAHUR & FOMOTERHOR NOCHE

TeMEHKE He MeHee 10 sun

WHTEHCUBHOIO
BLYPAXUBEHWA B TeHCHUE

.

Gonee 10 muH
Paswep vactuy 1 [2%] He menee 65 % uactia pamepo;;c;;m 4%
;;3;«-&;;;:;;342 E‘if;gw He wu:;% ¥ vacrug pasmepom io 10 ;aa % 2
(X8
PaiMep yactuy [hrena) Cpennef pazsep uactny .* or 1.5 mkm 20 2,0 | 1.9 s

RMEM




o SR SR

&) akpuxuH

P atmion s Do Hara suiriyexs; 2020-03-10
e I FiaTa pacnewarion
UEHTP ROHTPOMH BAMECTBA Crpamiia:
AD tAKPUXHH»
Ceprudmrar ananmaa AK Ne: 520 6891
imof::w: HDKCA"!J!C‘E{]@ Cf;’ﬂﬁﬁ;@_l&"[ﬂ patiici ﬂPKEMA BHY TP 40Mﬂ’Mﬂ N’E e '
Hrnans PSCN-0160-000 Cpox TogrocTi; 20211201
Ng cepri 19PSNT193

PE3yabTaTol MCABITaHKN

Hanmencsanmne nokesarent

T;ieﬁaaamm HOPMETHBHOR AOKYMEHTRLMA

Pesyabrarsl nensiranni

NocroponHde npusecy 1

1
Orcyrerane |
MecropoHime npuMacy 2 Tynma nipuMeceii - He Bonee 0.4 % Orcyrcreue
Obwee wieno aspabusix He Soaee 103 KOE a1 r Cootsercrayer |
MUAKDODDIaRMAMOR [1] ) | TpeboBaduamM
Qouee wieno Aposokessix | He Bonee 102 KOE a 1 ¢ Coorserciayer
U Nnecsesbix rpubos [r] TpebosaHuam
| Escherichia colin 1r Creyioiaue o 1 OrcyrcTave {
Koecreennng Nosakonazon - or 85 % Ao 105 % 107 %
onpenenshue 1 (%)
KomaMecraennoe Havpus Beraoar - or 50 % a0 110 % 103 %

anpenencuue 2 {%)

i Ynakooka

!

uha iV, 3atbmnammuxm

Mo 105 mn BO hnakoHax TemHore crewa

HABMHYUBIIOUMMICH NNASTUKDBLIMN
KEBIUBAMM, UMEIOWNIAY 3BLUMTY OT
BCKREITAA dinakona AeteMi, Mo 1 (inakoHy
BMECTE € A03MPOBOYHON NNALTIKORON
NOXHOR, TPRAYMPCBANHOA Ha 2,51 5 M.
MHCTRYRLASU 110 RPUMEHEHMIO B KAPTOHHOR
nauye

| rpanyupoBanHOn Ha 2.5 y

navgy

No 105 mn so denakote
TEMHOMO CTCKNE Tuna IV,
IDUPLIBACUIEMER
HasWHYABoWancH
NNACTUROBOW KDBILLIKOGR,
AMEIOUIEA 3a1LUMTY 0T
BCKRLITUA (Driakona
netemu, Mo 1 donasony |
BMECTE O A03UROBOMHOR
NABETAKORON NOKKGR,

5 M, ¥ UHCTOYKLIMER g
PRUMEHEHIIO B KAPTOHHYIO

20200310
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' UEHTI KOKTPORA KAYECTBA Crpasta:

AD cAKPHXMH»

Ceprudmnar anannaa AK Ne: 520 6891

fpogyar HORCABANE CYCNEH3VA ,E?.ﬂﬂ HPMEMA BHYT Ph40MITMN N1
Whaenc; PSCN- D100~I}{J{} ~ Cpok roguoca: 2&21-12~01
Ne cepuu 19PSNTS3
PesynsTarsl WenbiTaHui
i Hammenousine nokasatess | TpeBosanus HOPMATHBHON JoKyMBHTALMU PeaynnTarl uennranui
hlapraposka 1 Ha nepsuHon ynakoske (3tukeTie Ha nepswiHon ynakoske
| hrakona) Ha pyCoroM Risike YKaJuIBaT! (3TuxeTiE drnakoHa) Ha
TOProsoe HasBAHKE Npenapara ¢ PYCCKOM R35KE VHAJHHBL
NPEAYNPEAMTENBEHOA MEPKUPOBRaR 0, TOPIGEOE HAasBaHue
: MEHIYHADOAHOR HENATEHTORAHHOO apenapara ¢
Ha3saHue, HEKEpCTBEHHYIO thopuy, NREAYAPEANTeIEHOR
Ho3upoexy, CBhem CyCnenang Bo chnakone MaprapoekoR &,
(MD), Ha3BaNUE BRTUENHOMO BedlacTaa | Br0 MENAVHEDOAHTE
conepanue 81 mn (M), yonoaus HEAATEHTOSaHHGR
EPAHCHUR, NDERYNPEAUTENBHE HARNUCH, HA3BAHKE, NeKApCTBeHHAN
«Tlepen npUMEHEHNEM OIHAKOMLTECH ¢ HopMa, Nu3KRpoBKa, oBhen
i NPANATAEMON UHCTRYIMEA, «[epen CYCNeH3uK eo hnakone
APUMEHEHUEM BIOONTETEY, €XPaHUTL B (M}, Hazsanue akTuBHor
HEROCTYNHOM ANA geTed MecTan, felyecTba v ero

BOKPRITUA dinakoxan, cnoceb NPUMEHSHKA, YCNOBUE XPaHEHWA,

JoroTun komnanun MSD (rpaduseckud NRELYNPEAUTE bHbIe
CHMBOI 1 aBBPLEUATYDA Ha NaTUHULR), Hagnuow: «llepen
HOMER CRRUA ATy NPOU380ACTER, daTy NPUMEHEHAEM
CROHYAHNA CPOKA rONHOCTIA, BHYTDEH KA e) OZHAKOMBTECL ©
KoA(sl} npoavera ApUNEraesmon

t
i
|
g “MENONL30BATEL B TeYeHe 4 HEeAeNb noCne | copepwanve 8 1 mn (ur),
i
i
i
i
|
1
i

{ RHOTRYRUMER, «[epen

i ; NPVMEHENnEM

i f e3bonraTes, «Xpanure B
] HEAOLTYNHOM Lna Aetefi
Mectes, dAchonssosate B
TEMEHAC 4 Hegens noche
BCYPRITUR haakoHay,

} cnocold npuManeHs,
AIOroTn KoMnaHwn MSD
("PaheckAR CUMBoN 1
abGpesuaTypa Ha
AaTHHULE), HOMED GepuM,
BATA NPOMIBOACTEA, AATE
OKOHNEHIA CPOKE

i
| E—
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o Doyt omesn st Aara Banyera; 2020-63-10
o S e Rare-pachesaran-—— - J020:0310
LEHTP KOHTPOAR RAMECTEA CrpaHmal ") O L5
AQ ¢ ARPHXMH» .J e
Ceprudunar ananmaa AK Ng; 520 6891
Nposyst HOKCASUNE CYCNEH3VA ANA NPUAEMA BHYTPL 40MIT7MINT N1
Wraene, PESCN-0100-000 Cool TOLHOCTA. 20211207
Ne cepuw 19PSN193
PeaynusTaTe! HenbiTanuil
Hawmenosanue noxsaarens Tpeﬁjﬁan#q ﬁnnmmériéﬁ AOKYMEHTELLN Paayabratsl UCOBITaHAR

FOAHOCTH, BRYTREHHWA K04
| npoayxra
i
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P el s & S
HEHTP KORTPONR KAYECTBA
AQ « ARPUXHH Y

Ceprudurar ananmnaa AK Ne; 520 6891

Jlava prinytua: 202002410
. e e S P G v 20200310 -
Crpakmya; /

f}po,z;.ym: HOKCA®WNE CYCNEH3WA A5 MPUEMA BHYTPE 40MI7MN N1
MiHaeRe: PSCN-0100-000 CPOK rogHoCTH: 2021-12-0%
Ne cepns 19PSN193
- z TR :
| PeayasTaTol HChBTaHWN
Hanmeﬁmaun&nommeﬁa TpeboBaHus HOpMaTUBHON ACHYMENTALHH PesynpraTel MERbITaHEA
Mapwuposwa 2 Ha BTOpANHOR yrakosxe (kaproHHoRi favie) : Ha aropusdion ynanoske

—

Ha PYCCKOM A3biKe YKa3biBaoT: TOPropos
HA3BAHKE NPENApaTa ¢ NReAYNPEAUTENLHOR
MANKMPOBKOR 8, MemAYHAPOIHDE
HEMATEHTOBANNGE HAIBEHUS,
NERAPLYBERHYI hOpMY, KOZMPOERY, obbem
CYCNeH3ny 8o dinarkose (Mn), Hazsadue
AKTHBHOIC BEUWECTBE U Bro cogepianiie s |
M7 {MT), NEpPENeris BCNOMOrATENbHBIX
BRLBCTE, KONWYECTED (nakonos o
YOBKOBKE, YCNOHWA XPAHEHWA,
OpeAynpearTEinHLle Hagmuow: «fepes
NPUMEHEHAEN O3HRKOMBLTECL ¢
NPUNaraemon unerpyidueis, «lepan
fpHMeHesseM ssbonrartes, «Xpaurs &
HEJOCTYITHOM A11A AeTed MecTes,
«lenone308atsy B TedeHe 4 HeAeNb foche
BCKPBITAR (PrakeHaw, €Nocob NuMMaHeHUA,
HOMED DErUCTPALMOHHOIS YAOCTOBEDEHUA,
HBIEAHAE U CTRAHY I6PUARNBCKOrD NWUA, Ha
WUMA KOTOPOTO BIAEHO PETHCTRALMONHOR
YAOCTUBEREHITE, HASBAHWE ¥ CTRANY
AOOWIBOAMTENA W HA20aMue U Crpany
yilaKaeumxa

(KaproHHoR nauke) Ha
PYCCKOM A3BIKE YRAIAHLL
TOPIoBoR HaIBaHWa
nperapata ¢
APEAYNPEAMTENLHOR
MARKAPOBKOR &),
MERAYHADDLAHOR
HENBTEHTOBAHHDE
HAIBEHKE, NEKAPCTBAHHAR
diopMa, nosupoaka, ofibenm
cycnensud so dinaxoe
{r417), HRABARWME BKTUBHOM
BEWIOCTBA ¥ &1
cofiemranve 8 1 mn [ar),
nepeyeHs

BCNOMOraTe NtHiaix
BRWELCTD, KonuyecTao
GNAOHOB B yNakeaKe,
YCNOBUR XPaHeHUA,
APERYNPearTENEHBIE
Hagnuow: «Nepey
NPAMEREHKEM
QIHAHOMbTECH C
NPUNATAEMON
VHCTOYMed», «fTepes
NpUMEHeHrEM
g3bonrarey, «XpaHuTs o
HEROCTYNHOM ANA gevedn
Mecren, «Mcnone3onath s
TEHEHKE 4 HeACNL Nocne
BCKDEITUA DIakoHaN,
enocod npuMeHeHns,
HOMED PerueTPaLMoHHOrD
vaBCTOREDE RS, HashaHte
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LUEHTP KOHTPOAS KAYECTBA Crpanuya:
AD e AHPUXMH»
CepruduHar adanuza AK No: 520 6891

Tpogyxt: HOKCADUINS CYCTIEH3UA LNA NPUEMA BHYTPL A0MIMI N1

Mrieke PSCN-0100-000 7 Cpok romias: 2021-12-01

Ne cepbs: 18PSN193
! -

Pesyabrate! Mcnsimanui
Hewmenopanue nowasarers | Tpebosanun HOPMATHEHOR AOKYMEHTIUMY Fe,wnh’rm’bémmﬁauﬁﬁ»- 5
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“CTRAHA PUAMMECKDD
AMUA, HE WMA KOTOPOTO
BLIAAHO PErUCTRAUMOKHTE
YAULTOBEPEHAE, HAI8AHKE
W CTRAHE NPOUIBOAATENS
¥ HA3BAHKE ¥ CTpaHa
YTIAKORUMKS

rMapunpeaxa 3

|
|
|

fS—

HEnuITarvs BanoAnes L no; JICP-004325/07-281107, Wam, MNe 1, 2, 3, 4,5, 6.7, 8.

Nororun komnanm MSD (roathudeckai
cumaon 4 abbpesuatypa Ha natuhue),
YCAOBUR OTOYCKR, HOMED Cépuv, Jary
NPOWIBOACTES, faTy OXOHUAHWA CpOKa
FOAHOCTI, WITPIX-KOM, BRYTPERH(e) ko(bl)
npopykra. TpuMesanus; AononHUTeNsHO 1a
BYOPUMHYKY YTIAKOBRY MOCYT HAHOCUTHER
cpeactaa

flororin komnanus MSD
{rpagvide kU CUMBON 1
ablpeswarypa Ha
naTUHiiye), yenoama
GTIYCKS, HOMEP Cepru,
ARTE NPOU3ROACTAS, 4aTa
OHOHMAHKA COOKE
FOARGCTH, LWTPUX-HOA,
BHYTPEHNWA KOA NPOJYKTA

Hosep PY (Per, ya.) NCP-004326/07
Per.ya or: 11.07.2019

9,10
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LIEHTR KOHTPOSIA KAYECTBA Crpanaua; _ 8/¢
AQ «AKPMXH S
Ceprudunar ananusa AK Ne: 520 6891 A
fipoaysr; HOKCAGII® CYCTIEH I3V AN IPVEMA BHYTPb 4OMIMI Y .' T /
Mipenc: PSCN-0100-000 T Cpov romisens: 369142:01 1o

Ne cepum: T9RSN193

JammoueHue: cootseTcreyer Tpeboaammanm 1CR-004328/07-281107, Man. No 1, 2, 3, 4,56,7,8,9,

Nposepun Yroepamn

Ben creyuanver NKRMN Maxansveneo M.E,
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ke CTHR

s R




e

e B M Oy OB TR KRGO e .Ligwsz.rxeugcmmsimumal [ ) S
Quality Assuraace Department COH Ne 1/80P # 1

Cepruthgicar cogrsererspn/Lertilivate of Conformance No;fiﬁi-ﬁﬁ*{

S BECTORIIN YADCTONEPHIO, VT AANHIE CRpHS BB NPOHIEEHHA IWHIH Y¥IAKOBSIH B CODTRETG SN &
SHKOHINMI o HOpMATHBMBIMH irantt Poconiicrol Seaepaing, 1 1wone npagunasy GMP EC, i
covTheTETRy e TpebosaM Hoprarusiol porymentawn/ | do leceby certify that this batch has been
manufactored and/or packed acearding o the kaws and regulations of Russian Pederation snd B17 Gup
Regulations and conforms ro the requirements of Normative docamentation.

Koy npouyxra / Produst code. PSN...Noxafil 40 mg/ml ...................., PSCN-0100
HarMenosume/ o Rpaska/ e kapeTbenBas opsis npoayETe / Product namerstrength/d

............ Howeaduur® cycnenana s apresa sy rps 40 srdvon No 1., ..
Hoep nponsgonorsensol cepiy / Manuficturing lotnamber:. ., 19PSN193

Hara yorgosw / Packaging dute: . ..o 0320200,
Heren npomszoneres / Manufactaring date: 422099 ...
Tonen 1o/ Bxpire dato: (ESEC T TTIST DRI & 2 7. SO S ORI S. ~

Ofvan renvaennot nponyrik (yuekonsi) / Final quantity (units):

* Jbmimyuenns craGunssoons / For stability PUWPOSESE Lo B yTIROBOK / packs
* Apxupnae oBpasiud Fof refirence SAPHNG, e A T YREKQBOK / packs

* Ananas g LKKY For confrol inQCovsnrennsevvnnnn, R Ao ynaxoROK /pucks
» Hewspuponsans w POFor declaration in Russinn Fedeoration. .. 0....vvviinn .., YHEKOBOK fpacks
*» Peasnvmauss { nucronbyum / For sleg/digtributions. .oy, 1472, vreseenen. YRAKOBOK /packs

Homep npovoxons konrpons HAOMEHCHILY, corm npenesiso / Process Chauge Request aumber i applicable:
TW 1832992 Axrywrwsum TK Hoxeadmr® cveneszng ns npnesn BHYTPL 40 i (H3MeHe e Maker
rrst) / Update of the MR for Noxafill oral suspension, 40 mgiml { change of the pack actwark)

TW 1716215 Haseenernis tnabnonos TK ¢ nexnoaessioas MHOPORPUYHOR PEFHCTPRUAN MACHIN RSO LY
anaicon / Change of MBR templates with the exemption of multiple registration of identification codes

TW 1735055 Baccense wdonennit s HI ps npanpar Hokcadin cyenenaig pie npiesa mvvrps 40 s /
Change of the NI for Noxafiis aral suspension, 40 mefnil

TV 1735072 Breconne wivenenidi » WIECT DESINE HA npenapar Hokcadin Gyciiensig i npHesta BRYTPL 41)
/s / Chinge of the pack artwork for NoxafiI® oral suspension, 40 mg/ml

TW 1765270 Hoxcatpn ayenerans mng FpHena BEYTPL, 40 Mr/a. Beeceinie uasenemit b MaweT
Huerpysiim / Chimge of the leaflee avewvork for Noxalills oral stuspension, 40 mg/inl

TW 1832919 Howeuhun oyeremam s 7IpHCMA BUYTPL. Brecenns wasenonuil & micrpykumn / Change of
the Jeaflet for Noxafild orel suspension, 40 ma/m|

UpoBareser kaueorsa / Quality Issups! I v r HET/NG ' JAYES
Euiit 18, To YRRTH HoMep npotorea ovknonensdl / H yes. deviation repart number: n/a
Viuepagonne/ | Bpax/ | Mopmee/ | gy

F il OPPIOVEL ) Reject | Signstwe: | Dt
Hothe npopepeaio AKPHXHH : ""'ﬁ;e il ;
(oneprunommes ofiecueyenses kaseo i) ‘?I E} Cerz 02 AnP o2

LAKRIRHINApovalQA) | = 1™ bsomckan KA
Bunycx cornicosay MSD/ {\Z M o
f I i by o den] OF.O4 20003
EQA EMEA Conaurrence retense i T L“J " g}x{f g e o]
Brimyex wa patiox AKPHNHH : 7 ]
Y ROTHOMO EIOE Siuon! B [“J - W o Aol
Releass to the market AKRIEHIN E Hrymoa @ i

wQualified Persom: il ORI (WSO
Kowserrapin (npy s} £ Comments (if anv):

npml_a}somrm: Uswroon Mk, Kmuuss \ Manetheturer Patheon Inc, Canada. Buyoxy
waasoTear AD «AKPHNUH, Pocens / Quinlity control reloage: AKEIKHIN IS8T, Russia



