ESPA-NAC, powder 600 mg / ICTNA-HAIL®, nopomox 600 mr

L O Lindopharm
PH GmbH
Batch No/Homep cepun: 4382211

Certificate of analysis/Ceprudurar aniiinza

Haspauue npoaykra,
dopma

JeKApCTBeHHAR

ESPA-NAC, powder for oral solut on 600 mg/
ICHA-HALL®, nopouiok Aas NPAroToOBJIEHHUE PACTBOPA /LA
npHeMa BHYTPb, 600 mr

‘Release formy/
Popma BhITYCKA

3.0 g of powder into sachet. 20 sachiets with instruction for use into
carton box /

ITo 3,0 r nopouika B nakeruk, 10 DAKETHKOB ¢ HHCTPYKINEH
10 NPHMCHEHHUIO B NAYKY KAPTOIHYIO.

International nonproprietary name/ | Acetylcysteine /AueTHanHcTeHH
Mexaynapojanoe HenmaTeHTOBAHHOE
HAWMEHOBAHHE! 1

Marketing authorization No /
Perncrpainonnsiii HoMep:

JITT-003896 of 11.10.2016

Batch No/Homep cepun 4382211

‘Batch size/Pasmep cepuu 9801 packs / ynakosok T
Manul.date/ 06/2022

Jara npounssojcrsa

Exp. Date/T'onen jro: 06/2026

_ C_oﬁntry of origin/ Germany /

CrpaHa npoH3BOJCTBA 5 Iepmanus

Manufacturer/I1 ponzsoaureib

Lindopharm GmbH, Germany
Junpodapm I'moX, INepmannsn

-~ Address/ Ajipec

Neustrasse 82, 40721 Hilden, Germany

API, manufacturer of APl/ Haumenonanue
AKTUBHOH CyOCTAHUHHN, TPOH3BOJATEIb:

Acetylcysteine /AnernanHerens
PharmaZell GmbH, Germany

The analysis was carried out according to/

Normative document JIII-003896- 11016, Amendments 1-2/

AHAH3 BLINOJIHCH N0O:

JIT1-003896-111016, Ham. 1-2

Quality parameters/ Ilokazatesan

Norms / Hopmms

Results/ PesyanTaTsi

Description/
Onucanue

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

Opanopoaubiii NOPoOHIOK 6enoro HIIH
noury Oesioro usera, 6e3 arylomepaToB
H HOCTOPOHHHX HacTHU, ¢ PPYKTOBBIM
3anaxoM. 8

Uniform almost white powder, without
aggloraerates and foreign particles, with
fruit s nell/

OnHo YORHBLIA NOpoWoK nouTH Henoro
uBets, 6es ariomMepaTos H

MOCTC POHHUX HACTHIL, € PPYKTOBLIM
3ANIAX IM.

Identification/
Monaunnoete

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

Bpemsi yaepxuBaHHA OCHOBHOTO HHKA

Reten ion time of main peak in the
chromatogram of test solution, prepared
for assay, corresponds to retention tinie of
main peak in the chromatogram of
standzrd solution/

Bpem 1 yaepxuBaHus OCHOBHOIO NUKA

HA  XpOMaTOrpaMMe  HCUBITYEMOTO | Ha XP)IMATOrPaMMe HCNLITYEMOro
pacTeopa,  NPHTOTOBJEHHOIO [N | PACTEOPA, HPHIOTUBJEHHOTO AN
KOJIHYECTBEHHOIO onpeseaeHHs, | KoM IeCTBEHHOTO ONpeleneHus,
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ESPA-NAC, powder 600 mg / 3CIHA-HALL®, nopourox 600 mr

Lindopharm

M GmbH
Batch No/Homep cepun: 4382211

AGTKHO  COOTBETCTBOBATL BpeMeHH
VAEPKMBANUY  OCHOBHOTO TNHKA Ha
Xpomatorpamme CTaAHAAPTHONO
pacTeopa.

COOTH TCTBYCT BpeMeH#
YAepA HBAHUA OCHOBHOI'Q NMKA Ha
XPOM: TOTpaMMe CTAHAAPTHOTO

pacTeipa.

Dissolution time/
Bpemsa pactsopenus

NMT 3 min/
He 6oaee 3 mun,

<1 min (Muu)

Description of solution/
Burewmnnii Bua pacrsopa

Clear to slightly opalescent colorless
solution/

Or Npo3pavHoro o cierka
onanecuMpyriLero, becuneruptii
pacrsop.

Clear ( olorless solution/
Mposp aunwiit Gecusernniii pacTeop.

Average weight of content of sachet/
Cpeansin macca  CoepRHMOro
naKeTHKa

3,00g+5% (2,85 g-3,15g)
3,00r+5%(2,85r-3,151)

Weight uniformity of content of
sachet/ OanoOpoAHOCTL  Macchl
COACPIKUMOTO NAKeTHKA,

18 of 20 sachets: + 7.5 %:;

2 of 20 sachets: + 15 % of average weight
of content of sachet/ 18 wmz 20
nakeTHkos: + 7,5 %;

2 u3 20 naxernkon: + 15 % or cpeaneii
MACCH! COACPHKHMOro NAKETHKE,

-1.5% +3,0%

INorepn B macce

BbLICYILIHBAHNH

npH

He Sosiee 0,5 Y.

pH 28~30 23
Related substances/ L-Cystine  (impurity A) L-Uucran | <0,05 %
MocroponHue npuMecu (npumect A): < 0,5 %,

L-Cysteine (impurity B) / L-Llucrenn | <0,05 %

(npumecs B): € 0,5 %;

N,N-Diacetyl-L-cystine (impurity C)/ < 0,05 Y%

N,N-llwauerni-L-usctun  (npumecs

C): £0,5 Yo

N.S-Diacetyl-L-cysteine (impurity D)/ < 0,05 %

N,S-duanernn-L-uncrenn (npumecs

D): <0,5 %;

Single unidentified impurity: < 0.2 %/ £0,2 %

ExnHnunas vennentdHuMposannan

npumecs: < 0,2 %

Sum of impurities/Cymma npumeceii: <

1,0 % <0,05'4%
Loss on drying/ NMT 0.5 %/ < 0,1 %

Particle size/
Paimep uacrun

NMT L.5mm/
He Gonee 1,5 mm.

100 % <2 1.5 mm (mm)

MuxpolGuoornyueckan 4ncTora

Kareropua 3A.
Total number of aerobic bacteria - NMT
10 CFU in lg / O6mee uucio
a3poBHBIX  MHKPOOPraHM3MOB — He
Gosee yem 10 KOE B 1 15

Total count of yeast and mouids — not
more than 10 CFU in 1 g/ O6wee uncio
APOACHEBLIX U IL/IECHEBBLIX 1Pubon — He
Bosree wem 10°KOE b 1 13

Leak resistance of sachet/ Should be hermetic./ Hermet c /
lepmeruunocre aKeTuxa Jomxen ObITh FepPMETHYHBIM. Fepmernuen,
Microbial purity/ Category 3A/ Category JA/

Kateronns 3A,

Total m.mber of acrobic bacteria/O6uiee
YHCI0 (DPOBHBIX MHKPOOPIAHUIMON —
<10CEUin 1 g/KOE g 113

Total ccunt of yeast and moulds/OGuiee
HYHCI0  APONOKEBBIX M [MIECHEBLIX
rpubos —-< 10 CFU in | ¢/KOE 8 11}
Escherichia  coli — absent in 1g/
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ESPA-NAC, powder 600 mg / DCITA-HAIL®, nopowmoxk 600 mr

Lindopharm

M GmbH
Batca No/Homep cepuu: 4382211

Absence of Escherichia coli in 1 g/
Otcyrerane Escherichia colip 11,

Assay/ Kosinyecrsennoe

Content of acetylcysteine 95 % to 1035 %

onpeaeeHuy of stated content,
570 to 630 mg/sachet/ 602,4 ‘ng/sachet (Mr/naxeTnx)
Copepaanne auerniauucTenna or 95
% 1o 105 % or 3asBieHHoro
| KOJMUeCTRA,
Ot 570 o 630 mr/nakeTHk.
Pack/¥nakonka 30gof powd"énr into sachet of three-layer | 3.0 g ¢ ?powder into sachet of three-l:a%?
material (paper-aluminum-polyethylene). | materi: | {paper-aluminum-polycthylene).
20 sachets with instruction for use into | 20 sachets with instruction for use into
carton box / carton »ox /
Mo 3,0 r nopowka B nakeruxk w3 | [lo 3,) r wopomwika B NaKeTHK w3
Tpexcioinoro  marepuana  (Gymara- | TpexcsoiiHoro martepmana (Gymara-
ATIOMHHHH-TOINITHIEH). 20 | amomi HHI-NOJIHITHIIEH). 20
MAKCTHKOB ¢ MHCTPYKUHMEH N0 | MAKETIIKOB ¢  MHCTPYKUMCH  no
NPHMEHEHHID B HAYKY KADTOHHYIO. NPUME {EHHIO B NAYKY KADTOHHYIO
Labelling/ On a primary package in the Russian | On a rimary package in the Russ\ig—ﬂ“
Mapxuposka language state: trade name of the product | languaye state: trade name of the product

% | nonproprietary name, dosage in mg,

NPUTOTOBAGHHMA pacTBOpa», «XpaHuTh B

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 - «

XpaHuTh B HEHOCTYNHOM JJis  jeTeid |
MEecTe.», «llepen MpHMEHEHUEM

O3HAKOMBTECH €  MHCTPYKUMeH  no

npumenenuto!y, «Cepua No o rouen ao:

CMOTpPYK TucHeHue», 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 (combination of letters of Latin

language and/or digital

designation),

On the secondary package in the Russian

digits or

with special marking ®, international

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 -
HMYKOIUTHYECKOE CPEACTBOR, «Jns
npuema  BHyTpLy», «lflopowok s

with secial marking ®, international
nonproprietary name, dosage in mg,
therapeatic category, active substance
content in 1 sachet in mg, the total amount
of the product in the sachet in g, dosuge
form, storage conditions, markings - «
Xpauw'b B HENOCTYNHOM Juls jcred
MECTE. >, «[lepen NMPHMEHEHKEM
03HAKO 1bTECh ¢ MHCTPYKUMEH no
npumer eHUio!y, «Cepust Ne 1 rogen j1o:
CMOTPH THCHEHHE», name and address of
compar y-owner of registration certificate
and company-manufacturer, logo of
compar y-owner of registration certificate
(in the I nglish language), factory packsge
code.

languag : state: trade name of the product
with special marking ®, international
nonprof rietary name, dosage in mg,
quantity of sachets, dosage form, active
substance content in 1 sachet in mg, the
total arount of the product in the sachet
in g, ist of excipients, prescription
conditio s, storage conditions, markings -
UMYKOJUITHHECKOE  CPECTROY, «Jlns
npuema  BHYTPLY, «llopoiok  ans
(PHIOTCBNICHHA PACTBOPA», «XPaHHTL B
HEJOCTYHOM  Juth  AcTel  MecTten,
«Cnocot) NPHUMEHEHUS: oM.
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ESPA-NAC, powder 600 mg / JCIA-HAILL®, nopomox 600 mr

PRARM

Lindopharm

GmbH
Batc1 No/Homep cepuu: 4382211

| HEAOCTYIMHOM it ] nere MECTC.»,

«Crnocob PUMEHCHHA: M.
MHCTpYKLmio.», «llepes npuMeHeHMEM
O3HAKOMLTECH €  MHCTpyKumeH 1o
HPHMEHEHHIO», batch number,
manufacturing date, expiration date, name
and address 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 unit, SN -
individual batch number of trade unit)./
Ha nepauunoil viakoBre f1a pyeckosm
A3LIKE YKA3LIBRIOT] TOprosoe
HAHMCHOBAHHE npenapara ¢
NpeaynpeAnTeIbLIoH MaprupoBroil ®,
MEMYHAPOAHOEC HETIATEHTOBAHHOE
HAMMEHOBAHIE, JIOJUPOBKY B M,
dhapMaKoTepaneBTHYECKY  Tpynny,
COJEPKAHHE AKTHBHOTO BewiecTra 8 1
NAKETHKE B Mr, obuiee KoJIHYECTBO
fipenapata B  NAKETHKE B T,
MEKAPCTBEHHYI0  (opMY,  YCIOBHSA
XpaHeHus, HAAUHCH - «Xpauurs B
HEJOCTYIIHOM AR JAcTeit  MmecTen,
«lMepesn npuvMeHenHeM 03HAKOMBTECH €
HHCTPYKUHeH 10 npUmenenHiols,
«Cepusi No 1 rojieH 0 CM. THCHCHHER,
HAUMEHOBAHHE M  ajpec  (upmbl-

BJAAJCIBIA PerHCTPaALHOHHOTO
YAOCTOBEPEHHS " dupmbr-
NPOH3IBOANTERJIN, JIOTOTHI d)lith!—
BAAafeIbLA PErHCTPALHONIONO
YA0CTOBEpEHNHA (na AHTAHACKOM
A3bIKE), BHYTPH3ABOACKOH KOA
YHAKOBKH (xomBuHAUMA Gyxs

naruHekoro ajadgasuta wuau ungpst
Hian ukpposoe oboznauenue).
Ha sroputiuoil YIIAKOBKE HA PYCCKOM

SI3bIKE VEAILIBAIOT: TOProBRoe
HAMMEHORANHE npenaparta €

npeaynpennTebHol Mapkuposroi ®,

HHCTP 'KIIAKO. », «ﬂcpe:t NpUMCHCHHEM
03HAKCMBTECh C©  MHCTPYKUHEH 110
HPUME IEHUIO D), batch number,
manuficturing date, expiration date, name
and iddress of company-owner of
registration certificate and company-
manuficturer, registration certificate
numbe-, logo of company-owner of
registrotion certificate (in the English
langua ze), barcode, factory package code,
DataM atrix code, GTIN — global location
numbe - of trade unit, SN — individual
batch rumber of trade unit)./

Ha nemuunoil ynakosse ua pyccrom

A3LIKE YKA3aHo: TOprosoe
HAUMEHOBAHME npenapara ¢

npexy IpeAuTeNLHoH Mapruposkoil ®,
MERAY HApOoaoe HENaTeHTOoBaH 10
HaUMCHOBANKHE, [O3HPOBKE B M,
thapm: koTepanerTHYECKas  rpynina,
CO/iepP) (AHHE AKTHRHOIO BewecTsa 8 1
nakerike B mr, ofiee KoOu4ec Bo
npenajata B NaKeTHKe B T,
Jexap TBeHHan  dopma,  yoilosus
XpaHeius, Hagnuen - «XpaHwrn B
HEIOCTYNHOM  juIs  JeTeH  MmecTiy,
«llepe 1 npHMEHEHHCM 03HAKOMbTE(D €
MHCTP’KLUMEH 1o NpHMeHeHH!,
«Cepua Ne u rofien 0! cm. THCHEHIER,
Haume 10BaHHe W anapec  QUPMBI-

BJIAAC) LA PErHCTPALMOHHITG
YAOCTC BEPEHUSA H GupnibI-
NPON3LOANTCAA, JIOTOTHI  GUPNBI-
BJajac) biia PErHCTPAUHOHHOIO
yaocToBepeHus  (Ha  aHrjHicKom
SI3LIKE , BHYTPH3ABOACKOH wos
YHAKOLKH.

Ha sropuunoii ynaKoBKe Ha pyeckom
s3LIKE YKAZAHO: TOPronoe
HAHME 10BAHHE npenapara ¢
npeayl peanTeLHoli MapKupoBKkoid &,
MEeXKIY 1apoaHoe HENATEHTOBAH H0C
HAHMC 10BaAHHE, AO3IHPOBKE B W,
KOJIHY (]CTBO NMAKETHKOB,

Aexap(TeeHHas dQopma, CcoaepKalHe
AKTHBIIOTO BewecTBa B 1 NAKETHKE B
Mr, o0 lee KOJHYECTBO NpeNnapar: B
naKers Ke B r, nepeUYcns
BCHOMOTATE/IBHBIX BEIHECTRB, YCAOEHH
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ESPA-NAC, powder 600 mg / CITA-HALL®, nopomox 600 mr

DO Lindopharm
GmbH
Batc1 No/Homep cepumn: 4382211

| MeXIyHapojgHOe HeNaTCHTOBAHHOE
HAUMEHOBAHHE, [0IMPOBKY B M,
KOJIHYECTBO NAKCTHKOB,

JexaperseHnyio gopmy, conepmanue
AKTHBHOI'O BewlecTBd B 1 nakeTHKe B
Mr, ofuiee KOJHYECTBO Npenaparta B
naKeTuKe B r, nepeyenn
BCMOMOIaTHILHBLIX BELIECTB, YCIOBHA
OTHYCKA, YOTOBHA XpaHeHus, najnucu
- «MYKOJIHTHHeCKOoe cpeacTBoy «/lin
npueMa BHyTpb», «llopowok ans
APUTOTOBJCHUA PACTBOPAY, «XPAHHTL
B HCIOCTYNHOM JUIH JCTeH MecTe.n,
«Cnocod NPHMECHEHUN
HEHCTPYKUHIOY, «llepen npumeHcHuem
03HAKOMBTECH © no
npuMeHeHuo!y, aaTy
NPOMIBOACTEA, AATY OKOHYAHHA CPOKA
FOAHOCTH, ajapec
upMbI-BIALCHBUA

PErHCTPALUHOHHOIO YIOCTOBEPEHHA W
(hupMBI-NpOHIBOAMTENS, Homep
PETHCTPAUMOHHOTO  YAOCTOBCPEHUH,
Jdororun bupmel-Brasensua
PETUCTPALHOHHOIO YAOCTOBEPCHUS (1A
AHTAKICKOM #3IBIKE), LITPHXOBOI KO/,

CM.

HHCTPpYKU#ei
HOMEP Cepuu,

HAHMCHOBAHHE H

BHYTPH3ABOACKOH KO  YHAKOBKH
{(xomOuHaumun Gyxs JATHHCKOTO
angasutTa wmam uudpsl WaM
undposoe obozHaCHHE),

Honosauurensio AoTycKaeTes
HAHECEHHME HAa  YNAKOBKY JApYrux
HACHTHOHUKALHOHHBIX cpencrn

(Hanpumep, aBYXMepHbIH UITpUXOBOH
koa, GTIN — rinobansuniii vaenTudgu-
KAUHOHHBIA Homep TOPIOBOH
eaMunibl, SN — HMHAMBHAYAALHBIH
ceglytfiktlblﬁ HOMEDP TOPIOBOH eHHNLIbI).

OTHYC ¢4, YCJHOBHA XPAHCHHS, HAAINMCH
- «MY TOJIHTHYECKOC cpeacTro», «lin
npueya Buyrpe», «flopomok
[IPUI'0 TOBJIEHHS PACTBOPA», « XpaHuTs
B HEJOCTYNHOM Aas jJeTed mecien,
«Cnocnb npUMeHeHnN: CM.
HHCTP YKUHIO.», «Tlepea npumeneHieM
O3HAK IMBTECh € HHCTPYKUHeH 110
HpHM( l-!c}ll«if{)!», HOMED Cepuu, garTa

TR

MPOH3 30JCTBA, A8TA OKOHYAHHNH CPOKA

FOHOUTH, HAHNMCHOBAHHE M  aJipec
thupMiI-BaagCIBIA

perue pauHoHHOro YAOCTOBEpPEHHIl H
thHpMI I-TIPOHIBOH TEIIN, HOoMep
PEruC PALMOHHOIO  YAOCTOBCPEHHSL,
G HpPMBI-BIAACTLIA

yYaocToBepeliud

JAOFOTiin

PeruMe) patHoHHOIro
(HA ar rnuACKOM M3bIKE), MITPHXOROH
KO/, B 1YTPH3IABOACKOH KO YNAKOBKH,
ABYXM :pHBIH wTpuxosoi xoa, GTIN -
raobal bHbLIH  HACHTHOUKALNOHE b
HOMEp TOprosoi efuHuusi, SN~
HHAMBAAYAJILHBI  cepuiiubiii  Homep
TOProt ol eANHUIIBL.

Storage: At the temperature not more than 25 °C/Xpanenne: Ilpn Temnepatype He Boitie 25 °C.
Shelf-life: 4 years/Cpok rogHoctu: 4 roja.
Confirmation of compliance/ [MoarBepxaeHue COOTBETCTBHSN:

It 1s hereby certified that the above information is authentic and accurate. This batch ha: been manufactured, including
packaging and quality control, at the above mentioned site in accordance with the requirem 2nts of GMP and in accordanc:
with the agreed Manufacturing Instructions, Normative document JI[1-003896-111016, An endments 1-2, Component anl
Product Specifications provided by the Customer. No deviations occurred during batch pro :essing, packaging and analysis
which could adversely affect product quality.

S5of4



Lindopharm

GmbH
ESPA-NAC, powder 600 mg / 3CITA-HAIL®, nopomox 600 mr Batc 1 No/Homep cepun: 4382211

HacTositum N0ATBEPAIACM, HTO BhillieyKalaHHas HHDOPMALHA ABANETCH NOATHHNDI W TouHoi. dannas NApPTHA
OLIIA HITOTORJIEHA, YNAKORAHA H HCNLITANA HA BHILIEYKA3AHHON NPOMIBOACTBEHNOI HJIOWIAAKE B COOTBETCTRBHI ¢
Tpedonanuamu GMP 1 B COOTBETCTBHM ¢ YTBePH/ACHHBIMH NPOH3IBOACTBEHHLIMH § HCTPYKUHAMH, HOPMATHBHOH
Aoxkymentauned  JI1-003896-111016, Mam. 1-2, cocrasom u cueundnkaunsamu nNpoayKTa, KOTOphie Oblix
npeAcTaBieinsl Jakaz4ukom. Bo Bpems npoH3Bo/ACTBA NAPTHH, YHAKOBKH U IIPH aHA. TH3E HHKAKUX OTKIOHCHHI He
1IPOM30LLI0, YTO MOF/I0 Gkl OTPHUATEILHO MOBIHATE HA KAYECTRO NPOAYKLIHH,

Qualified person/¥Y noHOMoMeH b NPEACTABHTENB:

Name/Umna Dr. Michael Uhr

Date/[lara: 10, A6 2022

Lindopharm GmbH
Prstfach 5 60 - 40705 Hilden
Neustr. 82 « 40721 Hilden
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