ESPA-NAC, powder 600 mg / ICIMA-HAIL®, nopoumok 600 mr

Lindopharm

M GmbH
Batch No/Howmep cepun: 4382206

Certificate of analysis/Ceprudukar anajin3a

“Name of the pmducl dosage form/

ESPA-NAC, powder for oral solution 600 mg/ -
ICTMA-HAIL®, nopouioK JUIA NPHrOTOBIEHHA PACTBOPA L5t

Hazsanue NPOAYKTa, JeKapCTBeHHAR

popma npuemMa BHYTpb, 600 Mr

elemse bk 3.0 g of powder into sachet. 20 sachets with instruction for use cinto

@®opMa BLINYCKA carton box /
IMo 3,0 r nopouika B nakerux. 20 nakeTHKoB ¢ WHCTPYKLHER
110 NPHMEHEHHIO B TTAYKY KAPTOHHYIO.

International noﬁproprietag/ " name/ | Acetylcysteine /AneTHIMHCTERH

Mexaynapoauoe HenaTeHTOBAHHOE

!IHHMCHDBBHHC‘.‘ ............................................... i

Marketing authorization No /
PerucTpai{HOHHBIH HOMED:

JIT-003896 of 11.10.2016

Batch No/Homep cepn 4382206

‘Batch size/Pasmep ccpuu o 9708 packs / ynakoBok

“Manuf.date/ 05/2022
JlaTa npoM3BOACTBA

“““ i;xp Date/T'ojien 10: 05/2026 ]
Country oforigi/ “Germany / -
CTpana NpoH3IBO/ACTBA Iepmanus

Manufacturer/ITpon IBOANTENb

Address/ AJIpcc

Lindopharm GmbH, Germany
Jlunpogapm I'm6X, I'epmanus
Neustrasse 82, 407_21 ililden, Germany

API, manufacturer of AP/ HaumenoBanne
aKTHBHOI cyﬁc'rasmlm HPOH3BOJAHTCIb!

Acetylcysteine / Aue"mnuiicwuu
PharmaZell GmbH, Germany

' The analysis was carried out according to/

Norma{m, document JITT-003896-111016, Amendments 1-2/

AHA/NU3 BLITOJIHEH 100

JI}']-{)03896 111016, Ham. 1-2

Quality parameters/ IToxasarenu

Results/ Pe3ynbTarh!

Uniform white or almost white powder,
and foreign

Oanopoanetit nopowok Heoro HAH
nouru Gesoro usera, Gea arnomMepaTos
M NOCTOPOHHUX YACTHIL, ¢ PPYKTOBBIM

Uniform almost white powder, without
agglomerates and foreign particles, with
fruit smell/

Oanopoankiii OPOUIOK 1104TH Genoro
usera, 63 arJOMepaToOB H

HOCTOPOHHHMX YACTHL, ¢ QPYKTOBEIM
3anaxoM. ]

Retention time of main’ pe.ak in the

Description/
Onucauue without  agglomerates
particles, with fruit smell/
o 3anaxoM,
Identification/

TMoaIHHHOCTH

chromatogram of test solution, prepared
for assay, should correspond (o retention
time of main peak in the chromatogram of
standard solution/

Bpemst yaepKnBaHHsA OCHOBHOIO MHKA

Ha  XpoMaTOrpamMme  HCOLITYEMOTo
pacrsopa, NPUTOTORJIEHHOrO  AIH
KONHYECTBEHHOIO onpeacsienus,

Retention time of main peak in the
chromatogram of test solution, prepared
for assay, corresponds to retention time of
main peak in the chromatogram of
standard solution/

Bpemst yepKHBAHHS OCHOBIOTO NHKA
HA XPOMATOIPAMME HCITBLITYEMOTO
pﬂcTBOpﬂ, Ilpillﬂ'l“(}l).lieilllo['(} ans
KOJIHYECTBEHHOTO ONPENENeHHS,
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ESPA-NAC, powder 600 mg/ ICMA-HAI®, nopomok 600 mr

“Dissolution time/
Bpemsi pacTBOpeHns

“Description of solution/
Buewinuii Bua pacTeopa

AOKHO  COOTBETCTBOBATL  BPCMCHH
YICPKHBAHUS OCHOBHOTO MHKA HA
xpoMaTorpamme CTAHAAPTHOIO
pacreopa.
NMT 3 mir/
He 6oaee 3 mumn.

YACPKHUBARNS OCHOBHOTO MTHKA Ha
XpOMATOTpaMMe CTAHAAPTHOTD
pacTBopa.

< 1 min (MHH)

1 Clear to slightly opalescent colorless

solution/

Or NPO3PA-HOTO a0 cJerka
ONAJACCHHPY IOIIETO, HecuBeTHbIH
pacTreop. )

Average weight of content of sachet/
Cpeausisi  macca  CONEPHHMOTO
MAKETHKR _—
Weight uniformity of content of
sachet/  OaHOpPOAHOCTD  MacChi
COAEPHUMOTD NAKETHKA.

30081 5% (285¢-3.158)
3,00r+5% (2,851-3,151)

Clear colorless solution/
Tpo3paunkiii GecnseTnbiil pacTsop.

2 of 20 sachets: + 15 % of average weight
of content of sachet 18 w3 20
nakernkon: 7,5 %;

2 u3 20 nakernxon: = 15 % o1 cpeanei
MACCHI COACPHHUMOro NAKETHKA,

" Related substances/
TlocTopoHHue NPHMECH

2,0-3,0

22

L-Cystine (impurity A)/ L-Unerun
(npumecs A): < 0,5 %;

L-Cysieine (impurity B) / L-Lluecrenn
(mpumees B): £ 0,5 %,

N N-Diacetyl-I-cystine (impurity C)/

N N-JAuauetun-L-uncrun  (npuMecs
C): 0,5 %;

N,S-Diacetyl-L-cysteine (impurity D)/
N,S-/Inauerni-L-nucrent (npumeck
D): <0,5 %;

| Single unidentified impurity: < 0.2 %/

EavnnyHan HenjeHTHguuuposanuas
npumecs: <0,2 %

Sum of impurities/Cymma npumeceii: <
1,0 %

< 0,05 %
< 0,05 %o

< 0,05 %

<0,05 %

£02%

< 0,05 %

Loss on drying/
Itorepsn B
BLICYLIHBAHHH

macce

NMT 0.5 %/
He 6oaee 0,5 %.

0,1%

Particle size/
Paimep uacTuu

NMT 1.5 mm/
He Gosiee 1,5 mm.

100 % £ 1.5 mm (MM)W

1.cak resistance of sachet/
[CepMeTHUHOCTE TIAKETHKA
Microbial purity/
Mukpo0HoIOrHAECKAs HHEToTa

Category 3A/

Kateropus 3A.

Total number of aerobic bacteria - NMT
10" CFU in lg [/ Ofimee uucao
aIpobHBIX  MHKDPOOPraHHIMOB HE
Gonee uem 10° KOE 8 113

Total count of yeast and moulds -- not
more than 102CFU in 1 g/ Ofumee uneiio
APOKKEBLIX H IJIECHEBBIX rpubos — He
ponee uem 102 KOE s 11;

Should be hermetic./ Hermetic /
Hoamen 6bITHL TEPMETHYHEIM, epmeTHYEH. -
Category 3A/

Kateropus 3A,

Total number of aerobic bacteria/O6mee
YyHCI0 AIPOBHBIX MHKPOOPTAHH3MOB —
<10CFUinl gKOERr1r;

Total count of yeast and moulds/Ofimnee
YHEA0  IPONKEBBIX M TUIECHEBbIX
rpubor —< 10 CFU in | g/KOE B | -
Escherichia coli absent in 1g/
Escherichia coli — oreyrcTByer B 1 )
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ESPA-NAC, powder 600 mg / 3CTTA-HAIL®, nopourok 600 mr

LINDO Lindopharm
PHAR

M GmbH
Batch No/Homep cepun: 4382206

Absence of Escherichia coli in 1g/
Orcyreroue Escherichia colis 1.

Assay/ Kostnuecreentoe
Onpeac/eHuH

Content of acetylcysteine 95 % to 105 %

of stated content.

570 to 630 mg/sachet/

Copepikanne aueTHILHCTCHHA 0T 95
%o ito 105 % oT 3asiBJICHHOTO

K0/ IHYECTBA,

O1 570 no 630 mr/nakeTHi.

599,6 mg/sachet (Mr/nakerux)

Pack/¥nakoska

Labelling/
Mapkuposka

3.0 g of powder into sachet of three-layer
material (paper-aluminum-polyethylene).
20 sachets with instruction for use into
carton box /

ITo 3,0 r nopouwika B naKeTHK u3
Tpexcaoiinoro  Marepuana  (Gymara-
ANOMHHHA-TOAHITHAEH). 20
HAKETHKOB ¢ HHCTPpYKUHeH  no
NPpHMEHEHHIO B MAYKY KﬂpTQll!!le.

3.0 g of powder into sachet of three-layer

malerial (paper-aluminum-polyecthylene).
20 sachets with instruction for use into
carton box /
ITo 3,0 r nopouwika B nNaKeTHK u3
TpexcioiiHoro marepuana (OGymara-
AMOMHHRIA-NIONTHITHIIEH). 20
NAKETHKOB € WHCTpyKuueil  no
HIPUMEHCHHIO B TIAYKY KAPTOHHYIO,

On_a primary package in the Russian
language state: trade name of the product
with special marking ®, international
nonproprietary name, dosage in mg,
therapeutic category, active substance
content in | sachet in mg, the total amount
of the product in the sachet in g, dosage
form, storage conditions, markings - «
XpaHuTb B HEJOCTYNHOM JUli  jeTeH
«ITepen MPUMCHEHHEM
O3HAKOMBLTECH € MHCTpyKuMei  no
npumeneHnio», «Cepus No u roueH po:
CMOTPH THCHEHHEe», name and address of
company-owner of registration certificate
and company-manufacturer, logoe of
company-owner of registration certificate
(in the English language), factory package
code (combination of letters of Latin
language and/or digits or digital
designation).

On the secondary package in the Russian
language state: trade name of the product
with special marking ®, international
nonproprietary name, dosage in mg,
quantity of sachets, dosage form, active
substance content in 1 sachet in mg, the
total amount of the product in the sachet
in g, list of excipients, prescription

MecTe.y,

conditions, storage conditions, markings -
GMYKOJIMTUHECKOE  CPEACTBOR, «Jlns
npvema  BHyrpe», «llopowok  aas
MIPUTOTORJIEHHA PACTBOpA», «XPAHHTH B

On a primary package in the Russian
language state: trade name of the product
with special marking ®, international
nonproprictary name, dosage in mg,
therapeutic category, active substance
content in | sachet in mg, the total amount
of the product in the sachet in g, dosage
form, storage conditions, markings - «
Xpamuth B HCAOCTYIHOM Ana feTeH
MECTE.», «llepen MPUMEHEHHEM
03HAKOMLTECH € HMHCTPYKUMEH 1o
npumenenyio!», «Cepus Ne u rogew jio:
CMOTPH THCHEHMEY, name and address of
company-owner of registration certificate
and company-manufacturer, logo of
company-owner of registration certificate
(in the English language), factory package
code.

On the secondary package in the Russian

with special marking ®, international
nonproprictary name, dosage in mg,
quantity of sachets, dosage form, active
substance content in 1 sachet in mg, the
total amount of the product in the sachet
in g, list of excipients, prescription
conditions, storage conditions, markings -
«MYKOITHTHYCCKOE  CPEUACTBOY, «Jlns
npuema  BHYTpb», «llopowox  ansa
[IPHIOTOBJIEHHA pacTBOpa», «xpaHHTI: B
HCAOCTYTTHOM A neten MECTE, »,
«Cnocof IPUMCHEHHA: oM.
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ESPA-NAC, powder 600 mg / ICTIA-HAIL®, nopomok 600 mr

Lindopharm

ARM GmbH

Batch No/Homep cepun: 4382206

Hc,@mmyni{dﬂimm",;1;'1;{ feTeii
npUMeHeHHA:
«[lepen  npumeHenneM
HUHCTPYKIIMEHR 110
batch number,
manufacturing date, expiration date, name
of company-owner of
registration  certificate  and  company-
manufacturer, registration  certificate
number, logo of company-owner of
registration certificate (in the English
language), barcode, factory package code
{combination of letters of Latin language
and/or digits or digital designation).
Additionally it is allowed to place other
identification means on a package (for
example, DataMatrix code, GTIN - global
location number of trade umit, SN
individual batch number of trade unit)./
Ha nepsuanoii ynaxoBre 1a _pyecckom

MecTe.»,
«Cnocob oM.
HHCTPYKIIHIO M,
03HAKOMbLTECH €
MpUMCHEHHIO !,

and address

HILIKE YKAILIBAWT?
HAWMEHOBAHUE npenapara c
npeaynpeauTensHoii MapkupoBkoii ®,
MeRJIyHApOAHOE HCMATEHTOBAHHOE
HAUMEHOBAHHWE, IOZHPOBKY B MI,
thapMakoTepaneRTHYLCKYI0  Ipynny,
CoNepRAHNE AKTHBHOIO BeulecTsa B 1
naKkeruke B Mr, obuiee KOJIHYCCTRO
npenapara B [aKETHKe B T,
NeKapcTBeHHY0  dopmy,  ycIoBus
XpaHeHus, HauucH - «XpaHuTh B
HEJOCTYRHOM U8 JeTeld  MecTen,
«Ilepea npuMeHeHHEM 03HAKOMBTECH €

TOpIrosoe

MHCTPYKUHER 110 [ipuMeHenuioly,
«Cepust Ne 1 rofien 10: ¢M. THCHEHHED,
HauMenosanuue W agpec  Gupmbl-
BJAAACILUA PErHcTPaLHOHHOTO
YAOCTOBEPCHHS n thupmbl-
NPOH3IBOANTEIRA, JloroTHn  QHPMbI-
BJA/IC/LIA PErHCTPAUKHOHHOTO
YAOCTOBEPEHUH (Ha AHrIHiickom
A3bIKe), BHYTPHIABOMCKOR KOg
YNaKOBKH (komOuHALMA 0yKB

naTuHekoro andasuTa WHITH UHDPBI
wan undiposoe obosuadenne).

Ha_sropuunoii yIaKoBKe Ha pycckom
fILIKE VKAILIBAIOT: Toprosoe
HAUMEHOBAHHE npenapara c

npeaynpeanTeibuoi MapKupoBkoil ®, |

vHCTpYKUMIO.Y, «llepen npumenelnem
no
number,

O3HAKOMLTCCH ¢ WHCTpYKuMedi
NPUMEHEHHIO », batch
manufacturing date, expiration dale, name
and address of company-owner of
registration certificate and company-
manufacturer, certificate
number, logo of company-owner of
registration certificate (in the English
language), barcode, factory package code,
DataMatrix code, GTIN ~ global location
number of trade unit, SN — individual
batch number of trade unit)./

Ha nepsuunoil YUaKOBKE Ha PYCCKOM
YEA3a10: TOprosoe
HauMeHOoBaHHe npenapara ¢
npeaynpeauTesiol Mapkuponkoii ®,
MEXAYHApPOaHOE HENATEHTOBAHHOC
HAHMEHOBAHHE, [03HPOBKA B
(papmaxoTepanesTHYecKass  rpynna,
cofepianne aKTHBHOIO BeutectTsa B 1
nakeruke B Mr, obmiee KOAH4ECTBO
npenapars B NaKeTuke B T,
nekapereennas  dopma,
XpaseHus, HAanucH - «XpaHuTL B
HEAOCTYMHOM 11181

registration

SILIKE

Mr,

YCI0BHS

aerei  mecren,

«Ilepen npumenenHeM 03HAKOMbLTECDH €

MHCTPYKUHE 10 npumMeHeHHIo,
«Cepun Ne 9 rojen 10: CM, THCHEHHED,
HaumeHoBaHue M aapec  QupMBI-
BAAKEALIA PerucTpaluoOHHOTO
YAOCTOBEPEHHHA H pupmbl-
IIPOM3BOAHTEINH, JN0ToTHN  (hHPMBI-
BJaac/ibua PErHcTpanHonHOro
yiaocropepenna  (Ha  anramiickom
HIbIKE), BHYTPH3ABOACKOH Kol
YIIAKOBKH.

Ha sropnunoii yiakoske Ha pycckoMm
H3biKe =~ YKA3AHO: TOprosoe
HAMMEHOBAHHE npenapara ¢

npeaynpenTenbHol Mapkuposkoii ®,
HENaTeHTOBANHOE
OO3MPOBKA B MT,
MaKeTHKOR,

MENIAYHAPOAHOE
HAWMECHOBANNE,
KOJIHYECTBO

JekapeTnentan opma, cogepkanue
AKTHBHOIO BelecTBa B 1 naxeruke B
mr, ofulee KOJIHYECTBO Tpenapara 8
naKeruKe B r, nepeveHs

BCMIOMOTATEILHLIX BelecTs, YCJIOBHS
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ESPA-NAC, powder 600 mg / ICTIA-HALL®, nopourox 600 mr

MesK/1Y HAPOAHOE
HAWMEHOBAHUE, JI0IHPOBKY B ML,
KOJAHYCCTBO NNaKCTUKOB,

aekapereniyio qopmy, CONLpKAHUE
AKTHBHOIO BelecTBa B 1 MakerHke B
mr, ofilee KOJMYECTBO [penapata B
NaKernKe B r;
RCHOMOTATEbHbIX BCLUIECTB, YC/I0BHH
OTMYCKA, YCJOBHH XPAHEHHH, HAMITHCH
- GMYKONHTHUYECKOC CPEACTBO» «Jlnn
npuema BHYTpb», «[lopouok Aas
NPUTOTORJIEHHS pacTBopay, «XpanuTe

nepeyenn

B HEJIOCTYHHOM AN JleTeH Mecren,
NpUMEHEHHSA! c™.
uHCTpYKuHio.y, «llepen npumenennem
HHCTpYKUHCH 1o

«Cnocob

03HAKOMBTECH ¢
npumenenniol», HoMep cepud, IaTy
NPOU3BOACTBA, 1aTY OKOHYAHUSA CPOKA

& &
7
PHARM

Lindopharm
GmbH
Batch No/Homep cepun: 4382206

= (MYKOJIHTHHCCKOC CpeaAcTBON, «)1.11!1

npuema BHYTpL», «llopowor Ans

IPUTOTORACHHS PACTROPAY, «XPAHHTH
B HEJOCTYHHOM [WIH [AeTed MecTe,
«Cnocob npHMeHeHHsL: M.
uHeTpyKumio.y, «flepea npumenennem
03HAKOMBTECH € HHCTPYKUHMEH 1o
npumMeHenHio!», 1OMEp CepHH, aaTa
[IPOM3IBOACTBA, NAT4 OKOHYAHUS CPOKA
I'OAHOCTH, HAWMEHOBAaHWE M ajapec
upmbi-piianeLua

PErHCTPALMOHHOrD YI0CTOBCPEHHA W
GHPMbI-IPOHIBOANTEIS, HoMmep
PErHCTPAUMOIHOTG  YAOCTOBEPCHU,
JOTOTHII (GupmbI-BAATEALILE
PErHCTPAIMOBHOTD  YAOCTOBEpEHMH
(Ha AHCAMACKOM #3bIKE), ITPHXOBOH

TOAHOCTH, HAMMEHOBAHHC W AaApeC | KO, BHYTPH3IABOACKOI KO YIAKOBKH,
upmpi-siage/Lua
PErvcTPALMOHHOTO YAOCTOBEPCHHS W
GHPMBI-NPOH3IBOAHTENH, HOMEp
PErHCTPALMOHHOIG  YAOCTOBCPCHNS,
JIOrOTHI HpMbI-BAANCILLA
PerucTpPANHOHIOre YI0CTOBEpeH s (Ha
ANIUIHIICKOM H3BIKE), WTpuxosoll Kox,
BHYTPM3ABOACKOH  KOA  YNAKOBKH
(komBuHauun fyxn JATHHCKOTO
andasura  w/uan  uMppbI
undposoe obo3nauenne).
JLonoJIHHTEALHO

asyxmephbiit rpuxosoii koa, GTIN -
ra00aaphbli  wIcHTHHHKAUHOHH B
Homep Toprosoil exmunupi, SN -
WHAMBHAYAILHLI cepuiiubniii HOMep
TOProBOi CAHHKUIbL

WJIH

AonycKacTes
YNAaKOBKY  Apyrux
HACHTHOUKATNOHIBIX cpeacTs
(nanpumep, ABYXMEpHbI IHTPHXOBOI
ko, GTIN - raobaneubiii HaeHTHH-
TOProBoi

HaHECEHHE Ha

KAUHOHHbIH HomMep
efnHuLbL, SN -

cepuiinblii HOMEp TOProOBO#A eANHHIBI).

HHAHBHAYAILHBIH

Storage: At the temperature not more than 25 °C/Xpancuue: [1pu Temnepatype ne suinre 258 °C.
Shelf-life: 4 years/Cpok roguocTH: 4 roaa.
Confirmation of compliance/ IMoaTsepaaene COOTBETCTBHRA:

It is hereby certified that the above information is authentic and accurate. This batch has been manufactured, including
packaging and quality control, at the above mientioned site in accordance with the requirements of GMP and in accordance
with the agreed Manufacturing Instructions, Normative document JIIT-003896-111016, Amendments 1-2, Component and
Product Specifications provided by the Customer. No deviations occurred during batch processing, packaging and analysis
which could adversely affect product guality.
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Lindopharm
GmbH
ESPA-NAC, powder 600 mg / ICITA-HAII®, nopowmok 600 mr Batch No/Homep cepun: 4382206

Hactosilunm noxreepxiacm, 4ro Beinieykasaunas nudopmMauun SBASETCS NOLIMIHON W TOMHOM. Jannan napTun
Obljia UITOTOBIIEHA, YIAKOBAHA W UCNLITANA HA BbILEYKA3AHHOIN NPOU3BOACTBENHON 1/10IAAKE B COOTBETCTBHH ¢
TpeGoranuamu GMP u 8 cooTBeTCTBHN ¢ YTBEPKACHHLIME NPOUIBOACTBCHHBIMH HHCTPYKUMAMH, HOPMaTHBHOI
Aoxymentanued JI[1-003896-111016, Wam. 1-2, cocrasom u cneundurauusmu NPOAYKTA, KOTOpble ObLLIM
npeacTaBacinl 3akaiu nxkom. Bo BpEMH NPON3IBOJACTBA NAPTHH, YHAKOBKH U MpH AHAJTHIC HHKAKHX OTKJIOHCHHH He
MPOH3OULIO0, 4T0 MOTJI0 Gbl OTPHUATENLHO NOBANATL HA KAYECTBO NPOAYKIHH.

Qualified person/¥Y mo/iHoMOYEHRBIIH HPEICTABHTEL:

Dr. Michael Uhr

15, JULI 2022
Lindo% y GmbH

Postfach &0 T40705 Hilden

Neustr. 82 « 40721 Hilden

Name/Hmn

Date//laTa:
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