AEPKABHA CJIYBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINTPOHETPOBCBHKIHN OBJIACTI

JHinpo, mn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPIIOY 37070665

BUCHOBOK
PO fKiCTH BBE3€HOro B Y KpaiHy JikapcbKoro 3acody
12.11.2024 Ne 59286/24/0411
OJIOAITEK

{HaliMeHYBaHHA TKapchKOTo 3aco0y 3TiIHO 3 peecTpalifHHM MOCBiTHEHHAM)
cupon , 5 % , no 125 mn y ¢aaxoHni, no 1 ¢paakony 3 103yBajbHHM CTAKAHYHKOM B
KApTOHHIil ynakoBui

{bopmMa BUIYCKY, NO3YBaHES, BUJ NAKyBaHHA JiKapcekoro 3acoby)

Homep peectpauiiinoro nocsimuenns UA/8082/01/02 crpok aii peectpanittvoro nocsimuenns 01.01.2099

Cepis nikapcnkoro 3acoby Ne U307B KinskicTs BBe3€HOr0 NMikapcekoro 3acoby 210
Bupobuux InHoTepa lly3i, Opanuis
(nafimciiypaHns BHpoOITHKA Nikapchkoro zacofy, KpaiHa NOX0XXCITHA)
Beeseno B Ykpainy ToBapucTBO 3 00MexkeHo0 BiaNOBiTaNBHICTIO "Ba/IM", inenr. koa:
31816235

(vakimMeHyBaHHA Ta ko 3a CIPITIOY ropramyHoi 0co6H abo MpisBrule, iM'S, No DaTsKOBI
Gisuuaci ocobn - mianpueMus, ii Micle NPoXNBAKHA TA peccTpaliiinuil Homep 0bnikoBoT
KAPTKM VIATHMKA MONATKIE afo cepia Ta HoMep nacnopra)

[potokon Bisyannuoro kontpow aig 11.11.2024 Ne 07-01/3006/6.

3a pe3ynnTaTaMd JAEPKABHOTO KOHTPOJIKD BCTAHOBIEHO, IO Jikapchkuii 3aci@ BeeleHo B YkpaiHy 3
JAOTPHMAHHSAM suMOr 33KOHO/aBCTEA 110/10 3a0€3MeUeHH AKOCTI NiKAPCRKUX 3aC06iE,

B. o. navansauka JlepsxapHol c1yx6u 3
JMKapCHKUX 3acoDiB Ta KOHTPOMIO 32
HapkoTukamu y JIHInponeTpoBChbKii
obnacri

{(nocagosa ocoba pOrS

Hikitiuesa Okcana +38{(066)345-41-71



LABAOQRATOIRE

INNOTECH -

INTERNATIONAL

JABOPATOPIS IHHOTEK IHTEPHACBHOHANE \ LABORATQIRE INNOTECH INTERNATIONAL
BupoGunrs: \ Manufactupers:
Bupofinuw aldnpeidmisii 7a xoimpais mo ennyer coplls | Monnficturer responsible for barch control and release:
IHHOTEPA IH¥31\ INNOTHERA CHOUZY
P Pene Wlairvepo, Hlysi-caop-Cic, Bameap-ciop-Cie, 41150, ?&m \Ree Rens Chonteresm, Chouzy-su~Cisse, Valtoire-sur-Clase,

Franes

Bupebuk eldvooidanenitsa stpobinmmen in bulk, napmume v engpnENe NEXYSHINIE, KONUPORY copilss Muntfbohmer rasponsible for in
Eulk,

drnd sécondery:

packing, bateh controls

ICHITEP JIKBLT MAHYOEKHYPINT | UNITHER L1QUID MANUFACTURING
1-3 Anc ne ng Heer, 31 Eu Ciraa, Konox’c, 31770, Ppatuis | 1.3 Allce de Ia Neste, 71 d'En Sigal, Colomiors, 31770, France

CEPTHOIKAT AKOCTI e | QUALITY CERTIFICATE N° DI0000109336

dd. 01.08.2018

N M 204172 dd. 12.10.2020

Peccrpanitine iepiauerns {PII): N UA/S0R2/01/02 aix 01.08.2018\ Repistation ceniflcate {RC): Xe DA/S082/01/02

Jtia PIT: meoGaessiena \ Validity of RC: unlimited
Jivgnsts va sepofimmeso (Inaovepn Lyl Ne M 204172 sin 12,10.2020 \ Manufacturing license (Innothera Chouzy):

Dponyer: Gawairer, capon 5 % no 12551 y guiaron] 3 AOIYBAALUIN SakEItnnoN, Nel A Homep copil
Product; Fluditee syrup 5 %, 125 ml In bottle with measaring cap, 368

Axripna peromnia: 1 sz cupany icrims xapGannereliy S0 mri Active ingredient: Iml of syrup rontaing Batch namber:
carbocisteing 56 mp U307B

Jiate mioTonmRi \ Manufacturing date: 122023
Tepmi npnngmioctl \ Explry date: 112025

(preks): 35455

Kinukiers apoayicail s copil (ynakones)h The number of products per batch

Axmnis arjeo smor gdowux MK na npenapar Qamn‘mx,c:lpnn 5 %, ;mo 125 ma y durmconi 3 AosyBOsBIGLG CTARTISAKON, NI \ Annlysls
according to the current QCT (qualliy contral techniques) requirements for the product Fluditee, syrup 5 %, 125 mi in bottle with measuring

Vs meeovexys
xpuni 296 101 \ Al relense: Moximum of ebsorbance gt

cup, Nal
Hafisenypapmns oorascie | Meroan korrpoaio Pﬂmomm {mzu:d:im:dn\ QCT (specification) | Pesyarmnmm \ Resulis
Characferistics \ Control methods requirements
Ouite \ Degcription Biayunmio \ TIposapa pinana Grigo-3enenoro Konsopy 5 Bi.muni.uncwompl_iu_s‘
Yisually KODIYHEBIN BIRTIAROM i3 3anaNoM kapasen \ Clesr
Figght green liquid with brown shade, with caramel
fayot
Inerradinania \ Tdentification
KapSonperoiin § Carbocisteine (SR (2,2.277')’ \ ﬁmmumm Iasirrmue pedepene xpovarorpasti | | Bianosianey Comp‘fi?s“
Eur.Ph. {2.2.27)* Ag_m[m Idmtwul o tl:e reference chmmatngmm
Eapenik oprinkeno-sorruit S (E 110)\ €0, (22270 TIpp RHIVeRY: [nesmtma podepenc Xposiarorpan |\ | BImosizas \ Complics |
Orange-yetlow S (E 110} Eur.Ph. (2.2.27* Atrelcase: Identfeal to the reference clironwmatogram
_nmmm::nunmmmmsﬂ \Atﬂmsll';.hrs,
Faponm narourosamf Qotid ¥ (G 1313] | 6@, 22270\ | Ll sumvesy: TAGHTINIA pedepene Xpossrorpan \ | Banosiaas \ Comphies
\Faten{ bluz ¥ (E 131) Eur.Ph. (2227 At relepces !dcuﬁcul to the reference chromatogram
t o\ At shelf— life
Memnnaparisporcueuzoar (£ 218)V .0, (22255 Maxersiya noraseaiRg Apk aesssmi | Bionowinac Complies

Mothyl parafydroxybenzoate (E 218) EurPh. (2.2.25)*
wavelength 296 nm
n focris « \ At sholf - Jifn: NA|
o /4—"‘“ -: _).M““'-“
A\l A (‘ H{ If ) p
Kinpxicoe spsuaveraat Assny A 3 ;,\ ;\x
KapGousereiy \ Carbowdsteine @, (22291 » #.75 — 5,28 £1100 m\@@? \;5:25 g/100 ml 4,95
i Eur:Ph. (2.2.20* K YVMEHTIB \
MeninnpariaporcnGensoar (E 2185 .0, (2220047 142,95~ 157.5 M/ 100 1 \‘lﬁ Sq 157.5 mp/100 ml 1488
Methyl doxybenzoate (E 21 EvcFh. (2.2.200% | : 2 ahY
Cynyml goarduwn § Related .45, (2.2.20p He aposomizhes\ NA
substances: Eur.Ph, {2220y
Jgsraae rupSomuereliy \ Carbocisteine
lactom
Leimcreli \ L-cysiine €. (2227 He nposoairrsed A NA
EwrPh. 2227




Mpoayer: $aropbres, enpon S % no 125 Ma y Gaarosi 3 200YBAILAIM CTARMMNUROM, TeE Homep cepil\
Product: Fludited syrup 5 %, 125 m| i botde with measuring cup, Nel Batch numbet:

Artnrg peommi | ua cupony Mierns kapSomicyeh

iy 50w\ Active ingredient: $ml of syrup containg

(3.14,26

26.13)*\BEuw.Ph. | B 1 s npenapary Ronyexaersa? \In 1 ml of the

carborisicine U307E
Smg
Pecetprniitye nocsimsenng (PTE): Ne UA/S082/01/02 sia 01.08.2018\ Regigtearion certificae (RC) Ne UA/S082/01/02
dd, 01.08.2018
JAir PIT: ueobmesona \ Validity of RC: unfinxited
Ninensis 1z sypotumicveo (hrorepa Liyai): M M 207172 gin 32,10.2020 \ Mamufacturing Heense: (Innothera Chouzy):
Na § 20/172 dd. 12.10.2020
Of'em sranopuennit \ Filling voluwme E.®, (2928 Tpy syreverys = 125 s\ At relense; 2 125 mi 123

EurPh. (2.928)% | Dpogares Tepahy spupamiocyi: - \ At shelf—life:

NA
Onpopimicrs Macn praobyTux goz \ €40, 2927\ Dormmyers Biancelsed At release: Complies | Binnogtuae Complics
Uniformity of mass of delivered doses |  EurPh. (2.9.27)* | [lpoparost tepsiny mumariocti: « \ At sheff — life:
NA.

pH e, 2235\ 570-630\570-5.50 6,29

Eur.Ph, (2.2.3)*
Butsaqenns cyerwnn \ Denstty €0, 2.2.5%\ §,160—1,1801 1150 - 1,180 K172
determInation Eur.Ph {2.2.5)*
Toraznr mmaostacmun \ Refrncfive €. (2261 1,396 ~ 1,405 1 1,396 - 1,405 1,400
index Bur.Bh. (2.2.6)*
Migpofiomoriia aereTn €0, (5.14, 2.6.12, Iy eamyery:y At releace:

W12, product it is acceptnble:

2.6.13)F atrapkHe wicne stpobmn Mikpoopramiade (T4AC) <1

we Ginswe 10 KYQhun \ fotal eount of senobic
bacteria (ZAME) not more than 1 CPLY/ml;
Hranstie qHGI0 BpERDROREX, N nsicencoux rpubis <i
(TYAC) ne Gigeuze 10° ICVOMn \ otal connt of yeasts
and moulds (TYMC) not more than 10! CFU/ml;

ne nonyernerseayf it should bo absent;

Escharichin colifua\ Escherichla collim)
Tporaroy, repsiny poynarnoer! : » \ At shelf ~ | Bixcyrniitg
NA Absentml

*divue gud,. O, \EurPh, crrrant adition

« umecht He nposodans oy \ NA

L & aeesiayyio, mo unseaenn mme Judophania ¢ A0cToRHI0M T Toanvio. Lk ceplio THOAYIIE Gyn0 B1p00ReTD (DRMOHmos ROy IPEYBIINA) TR
NpABSALIm KaTpaTs Tt axoct! ma sumesasEaeHil Alaiting y nomith shmosianostis susoran: GMP, BTatonmenine Micness PETYAATODIERS DPFATION, & TIRCH

signopinne o cmewihisinlR, mo sicririoe y peccrpauiiing

Ay ke {afo 'm?ronm Aines3if kpoisresnpotunka pfio Xpohar-iNnoprepe, KMo EpoNyRIEe

hmoproneno, 460 ¥ Agcre encapibiznii ng npenapar IR RocnTTEYEMIOND JRRAPCROTG 30c0By), TipoTOROIM THpOGHRIIES, nukEyeani T8 anmrhie Gyac
TEPErIAIYTO T2 peruaenteno Aimoslmicrs GMP, (GMP Ceprudicnr Ne2021/HPE/FRASY vin 07.06.2021), \ | hereby certify that (e dbove information i
authentic and aceuente, This batch of produet has been manoficturcd, including peckngingflabeliing and quality control et the abave mentioned site m full complimee
with the GMP requirerents of the local Regutntory Anthorlty and with the speclilostfons that are in registretion dossier ¢or wilh specifications in the Maskating
Authorission of 1hs manudficturer's coentry or hmporting country if the prodocd is imporiad, or product specification fite for Investigetional medichnn product). The
boich processing, prekaging and analysis reonds were réviewed and fbund to ba in compliance with GMP (GREP Certifleats N2V /EPF/FRST 44, 17.06.2021).

Buenonox | Conelusion:

¥uoswonnxena ocobn \ Qualified Persons

Mozt excresor y slamostmoctt oo MK\ Positive Arra\ Date: 1270172024

conclusion according to QUT requirements
HAare punycry\ Date of release; 11/401/2024

Heworea \ Stanp

IHHOTEPA HIVII\ INNOTHERA CHOUZY

Tiamie \ Signature: T. COPHET. SORNAIS

Gaparanger Creresm salicgncyenus sxoeri npoayxry \ Product Quality
Assurance Pherinacist
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JEPKABHA CJIYKBA 3 JIIKAPCI:KI{IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KAIBCBKIV OBJIACTI

npos, Ceitnuumel Haaii, 3, m.Kuis, 02099, rew/(paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3€HOT0 B YKpainy JdikapchbKoro 3aco0y

02.01.2025 Ne 69294/25/10

OJIOIITEK
(mailyeHyBanns MKapcsROTO 3a¢00y 3rifHo 3 peecTpaliiiHIM OCBIAEHAAM)
cupon 5 %; no 125 mu y daaxoni; mo 1 daakoHy 3 103yBANbHEHAM CTAKAHYHKOM B KAPTOHMI
yrnakosui
{thopmMa BUIYCKY, I03VBAHHA, BIJ NAKYRIHEA TiKApcsKOro 3acoby)

Homep peccrpauiiinoro nocsiguenas UA/8082/01/02 crpox aii peectpaniiinoro mocsimuenns 01.01.2099

Cepis nixapcrxoro sacoby Ne U314B Kinrkicrs BBe3enoro nikapcskoro acoby 490
Bupobunk Tanorepa Ulysi, Opannia
(naitvenyBants eHpobHIKA MiRapcsKoro 3acoby, Kpaita NOXOMKEHRA)
Bae3sero B Ykpainy Cniapue yKpaiHCBKO-€CTOHCHRE HIZNPHEMCTRO opMi TOBApHCTBa
y p
3 oGmexenolo BignosigaasmicTio "Onrima-Dapy, JITA", inenr. xoa:
21642228

(HaiiMerypanus o koA 3a €IPTIOY wpumiyrol ocoGu abo npilsuie, iM'a, mo Oarbrosi dizmmol
ocoby - mimpueMus, if Micue NpoRHBARNA Ta peceTpauiiinnil romep oBmikoaol KAPTRI MAATHHKA:
nonatkis alo cepis Ta HoMep nacmopTa)

Iporoken pizyansiero xourpomo six 30.12.2024 Ne 4155/3.

3a  pesymbraTamMH  JIEPAKABHOCO KOHTPONIO BCTAHOBIEGHO, INO JIKAPCRKHE  3aci® BBeseHO B Vipainy 3
JOTPHMAHHAM BuMOr 3aKOHONABCTBA 10RO 3a6e3nedeHHs AKOCT] JiKapehkuX 3acobis.

//é. @,j/ Bixtop CTEGKIBCHKH

A - e 7
——t {ranuc}t” (inininn ta npiseHiie)




LABORATOIRE

INNOTECH

INTERNATIONAL

HAJIL \ LABORATOIRE INNOTECH INTERNATIONAL
BupoBanku: \ Manufacturers:
BupoGiux aidnoaidansiiiit 30 KORMpoeRs ma euiycx cepif: \ Mannfucturer responsible for batch control and release;
IHHOTEPA LUY3I\INNOTHERA CHOUZY
Pio Pene Liantepo, lysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®panuia \ Rue Rene Chantereau, Chouzy-sur-Cissc, Valloire-sur-Cisse,

41150, France

Bupotiuux gionosidansnuii 3u eupebuuyingo in bulk, nepewiie ma snlopunne naxyganna, konmpos cepil\ Manufacturer responsible for in
bulk, primary and secondory packing, beich control:

TIOHITEP JIKBIA MAUY®EKUYPIHT \ UNITHER LIQUID MANUFACTURING
1-3 Ase ne na Heer, 31 Eu Ciran, Konoa’e, 31770, ©panniz \ 1-3 Allce de la Neste, ZI d’En Sigal, Colomiers, 31770, France

CEPTH®OIKAT AKOCTI No Y QUALITY CERTIFICATE N° 010000119166

Mpoayxt: ®aroairex, cupon S % no 125 ma y duraxoni 3 A03YBANBHHN CTAKAKYHKOM, Nel \ Homep cepi'l'\
Product: Fluditec syrup 5 %, 125 mlin bottle with measuring cup, Nal

AKruBH2 peqonrEa: 1 Ml cupony MicTHTL kapGouneTeiiy 50 M\ Active ingredient: Iml of syrup contains Batch number:
carbocisteine 50 mg U314B

Pecerpanifiue nocesinuenna (Pi1): Nz UA/8082/01/02 nin 01.08.2018 \ Registration certificate (RC): Ne UA/8082/01/02

dd. 01,08.2018

iz PIT: HeoOmesxena \ Validity of RC: unlimited

Jlizensia na pupoBimureo {(niorepa 1lysi): Ne M 20/172 sin 12,10.2020 \ Manufacturing license (Innothera Chouzy):

Ne M 20/172 dd. 12.10.2020

Nara surorosicHns \ Manufaciuring date; 06/2024
Tepsin npuaarnocti \ Expiry date: 05/2026

{packs): 25165

KinskicTs npoaykuii B cepif (ynaxozok)\ The number of products per batch

Ananis ariano susor aitounx MIKST na npenapar @sroaitek, cupen 5 %, no 125 ma y daaxoni 3 fo3yBanabiim cTakansngon, Nel \ Analysis
according to the curreat QCT (quality control techniques) requirements for the product Fluditee, syrup 5 %, 125 ml in bottle with measuring

cup, Nel

Haiimenyeatns noxasHugin \
Characteristics

MeToat RONTPONLD
\ Control methods

Bunmorn MK (enetndiranii) \ QCT (specification)
requirements

PeaynwTaTti \ Results

Onuc \ Description

Bisyansuo \
Visually

Tlposopa pianna Griao-3eAeHOTo KOALOPY 3
KODHYHEBHM BigTiHKOM i3 3anaxonm xapaseni \ Clear
light green liguid with brown shade, with caramel
flavor

Binnosizae \ Complies

Incnrudirauia \ Identification

KapGouncrein \ Carbocisteine

€., (2.2.27)*\
Eur.Ph. (2.2.27)*

Mpu Bumycky: Inenriyna pediepesc xpoMartorpami

At release: Identical to the reference chromatogram

Flporarom Tepmily npuaaTiacti: - \ At shelf — life:
NA

Binnosigae \ Complies

bapsrHK oparxero-koaTHiA S (E 110)\
Orange-yellow S (E 110)

€., (2.2.27)*F\
Eur.Ph. (2.2.27)*

Dpu suimycky: Inentauna pediepeHc xpoMarorpaMi \

At release: Identical to the reference chromatogram

IporaroM_tepMiny npunarnocti: - \ At shelf — lifa:
NA

Bianosinac \ Complies

Bapsunk natentosauuit cuniit V (E 131)
\ Patent blue V (E 131)

€., (2.2.27)*\
Eur.Ph. (2.2.27)*

ITpu punyeky: IacuTr4ma pediepenc xpomaTorpami \

Atrelease: Identical to the reference chromatogram

[porarom Tepminty apupardoct: - \ At shelf — life:
NA

Bianosizae \ Complies

MerunnaparigpokcuGensoar (E 218) 4
Methy| parahydroxybenzoate (E 218)

4 [

€., (2.2.25)%\
Eur.Ph. (2,2.25)*

Ilpu Bunycky: MakcHMyM NOrAKHAHHS NPH A0BKHHI
xBuni 286 uM \ At release: iMaximum of absorbance at
wavelength 296 nm
IMporsrom Tepsiny npuaarhocti: - \ At shelf — life: NA

Binrnosinac\ Complies

Kisnnxicue Biusuadennm Assdy

KapGouucrein \ Carbocisteine ' D, (22290 4,75 -525 /100 Mn\4.75 - 5.25 /100 ml 4,99
. - Eur.Ph. {2.2.29)*
MernnnapariapokcuGensoar (E 21817 €., (2.2.29)*\ 142,5 - 157,5 w1/100 mnt \ 142,5 - 157.5 mg/100 ml 149,9

Methy! parahydroxybenzoate (E 218)

Eur.Ph. (2.2.29)*

Cynyrui pomitaien \ Related
substances:

Jlakras kapSoutcreiny \ Carbocisteine
laclam

€. (2.2.29)%\
Eur.Ph. {2.2.29)*

[Tpu pumyeky: - At release: NA
[potaroM Tepminy npuaatioeti: < 0,20 r/100 mar\
At shelf — life: < 0.20 g/100 m]

He nposoauthes A NA

L-umcrein \ L-cystine

C.®. (2.227)*\
Eur.Ph. (2.2.27)*

[Mpu punycky: - LAt release: NA
MporaroM repminy npuaartoeri: < 0,025 i/100 Mn\
At shelf — life: < 0.025 g/100 mi

He nposoavteea A NA

1/2
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FIponyicr: dhntonitesc, cupon 5 % no 125 sty QUIaKONT 3 A03YBATLHHM CTARAHIHKOM, N1 \ Homep cepil\
Product: Fluditec syrup 5 %, 125 mt in bottle with measuring cup, Xel

AKTHBHA peHoBMHA: | MN chpony MiCTHTL kapGouHereiny 50 mr\ Active ingredient: Iml of syrup contains
carbecisteine 50 mg U314B
Peecrpantifine noceinuennz (PIT): Ne UA/8082/01/02 pin 01.08.2018 \ Regisiration certificate (RC): Ne UA/8082/01/02
dd. 01.08.2018

Jia PIT: neofsreskena \ Validity of RC: unlimited

Jlitiensia He BupoGHuuTRO ([HRoTepa [iysi): Ne M 20/172 six 12.10.2020 \ Manufacturing license (Innothera Chouzy):
Na M 20/172 dd. 12.10.2020

Batch number:

06’em nanopHenns \ Filling volume €.P. (2.0.28)*\ [pu suayesxy: = 125 s\ At release; > 125 ml 126

Eur.Ph. (2.9.28)* Opotaronm TepMiny npugathocti: - \ At shelf — life:

NA
Qanopignicrs macH BuaoGyYTHX A03 \ £.b, (2.9.27)*\ Mps nunycky: Bianosinae\ At release: Complies Bianosinae \ Complies
Uniformity of mass of delivered doses Eur.Ph. (2.9.27)* | OporaroM Tepmidy npuaarhocri: - \ At shelf — Jife:
NA

pH .0, (2.2.3)*\ 5,70 - 6,501 5,70 - 6.50 6,29

Eur.Ph. (2.2.3)*
Buzuauenna rycrinu \ Density €., (2.2.5\ 1,160~ 1,180\ 1.160 - 1.180 1,173
determination Eur.Ph. (2.2.5)*
Torazanx 3nnomaciHa \ Refractive C.O.(2.2.6)%\ [.396 — 1.405\ 1.396 — 1.405 1,401
index Eur.Ph. (2.2.6)*
Mikpobionoriuua ynerora C.D. (5.1.4, 2,6.12, | [Ipu sunycry: \ At release:

2.6.13y* \Eur.Ph. | B I mn npenapaTy ponycxaerses: | In I ml of the
(5.14,26.12, product it is acceptable:

2.6.13)* saransie vEcAe acpobiux Mikpoopraiismis (TAMC) <l
He Oimsure 107 KYO/imn \ total count of aerobic
bacteria (TAMC) not more than 10 CFU/ml;
3aranbHE 4HCRO ApHDKOEMX Ta rumicesemdx rpubis <1
(TYMC) ne Ginswe 10' KYO/un \ total count of yeasts
and moulds (T¥MC) not more than 10! CFU/ml;
He gonyckacrses:/ it should be absent:
Escherichia ¢olifmn \ Escherichia coli/inl
Mporarom TepMiny npuaatiocti ; - \ At shelf — life: BiacyThiit/Ma\
NA Absent/ml

- meem e nposodumeca \ NA
*diraue gud., €.D. \ Eur,Ph. current editlon

Listy A 3acsisuyio, wo Hanenena suwe impopaauin € aocrosipolo Ta TouHoK. Lo cepito npoaykuit 6yao BupobneHo {(BRmONAIONN NaKkYBANHAMADKYDALHA) TA
NpOBEACHD KOHTPOE it AKDCTI Ha BHIe3aaHayeHit ainsmiIui v nosuili nignosianocTi 3 sisoraMp GMP, 8CTAHOBNCHHMI MICUSRIUM PErYNSTORNHM OPTAHOM, 2 TAKOK
Binceinyo Ac cnensdikauifi, mo micTaTeet ¥y peecTpauilinomy aocse (abo Toprosiit nittensii kpaiiu-sHpoGuuka a0 KpailiM-iMNOpTePa, AKIWO NpoayKuilc
iMnoprosano, a6o y mocke creuwdikauiil va npenapar anA accnimyypanoro nixapesxoro 3acofy). Tlporokonn bupoGHMITDA, MAKysanns T2 auanizis Gyno
REPErAAHYTO Ta BCTANOBACHO Bignopianicts GMP. (GMP Ceprudikar Ne2021/HPF/FR/089 i 07.06.2021). \ | liercby certify that the above information is
authentic and accurate, This batch of product has been manufactured, including packaging/labelling and quality contro! at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications that are in registration dossier (or with specifications in the Marketing
Authorisation of the manufacturer's country or importing country if the product is imported, or product specification file for investigational medicinal product). The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne2021/IIPF/FR/089 dd. 07.06.2021).

Bucxosow \ Conelusion: Ynosuosaxena ocoba \ Qualified Person:
MosuTiHBHHEIT BHCHOBOR Y Biantosianocti zo MICH \ Positive Hata\ Date: 26/07/2024
conclusion according to QCT requirements IMewarka \ Stamp
Jara eunycky\ Date of release: 25/07/2024 IHHOTEPA LIY31\ INNOTHERA CHOUZY

[Migrmae \ Signature: T. COPHE \ T, SORNAIS
®apmauerT Cuctems 3abeanesenns sxocti nponyxry \ Product Quality
Assurance Pharmacist

INNOTHERA CHOUZY
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BORATOIRE

INNOTECH

INTERNATIONAL
JJABOPATOPISI IHHOTEK IHTFPHACBMOHAHL \ LABORATOIRE INNOTECH INTERNATIONAL

Bupotmikir: \ Manufacturers:
Bupodinux sionosidainnuii 3a koumpoas ma gunyex cepii: » Manufacturer responsible for baich control and release:

[HHOTEPA HIV3I\INNOTHERA CHOUZY

Pro Pene Wanrepo. Hlysi-aop-Cic, Bamoap-ciop-Cic, 41150, ®paumis \ Rue Rene Chantercau, Chouzy-sur-Cisse, Valloire-sur-Cisse,

41130, France
Bupotinux sionosioaannuit 3a eupodnuymee in bulk, nepsuiune ma emopunne RAKY6anus, konmpoas cepil:s Manufacturer responsible for in
butk, primary and secondary packing, batch control:
IOHITEP JHKBLI MAHYOEKYYPIHI AV UNITHER LIQUID MANUFACTURING
1-3 Asie e aa Heer, 31 En Ciraa, Koaos e, 31770, ®@panuis \ 1-3 Allee de la Neste, Z1 d’En Sigal, Colomiers, 31770, France

CEPTH®IKAT SKOCTI No\ QUALITY CERTIFICATE N° 010000119166

Tpoayxr: ®aronitex, cupon S % no 125 ma y Guiaxoni 3 103yBaAbHEM crakanunrom, Nel | Homep cepif\
Product: Fluditee syrup 5 %, 125 mtl in bottle with measuring cup, Nel

AKTHBHE PCuoBMia: | sun cupony micrinr, kapbounereiny 50 mr\ Active ingredient: Imi of syrup contains
carbocisteine S0 mg U314B
Pecerpaniiine nocsiavena (PH): Ne UA/8082/01/02 8in 01.08.2018 \ Registration certificate (RC): Ne UA/8082/01/02
dd. 01.08.2018

Jis PIL neoGmencena \ Validity of RC: unlimited

Jlinensist na supoSumirso (Tnnorepa Iysi): Ne M 20/172 wia 12.10.2020 \ Manufacturing license (Innothera Chouzy):
Ne M 20/172 dd. 12.10.2020

Batch number:

Jlara suroropienns b Manufacturing date: 06/2024 Kiankicrs nipoaysiii B cepit (yriakosox)t The number of products per batch
Tepmin npraaruocri N Expiry date: 05/2026 (packs): 25163

Auais srizmno sumor ailownx MICSH na npenapar ®onoairex, cupon S %, no 125 ma y gaaxoni 3 go3ysaabuum crakananiom, Nel \ Analysis
according to the current QCT (quality control techniques) requirements for the product Fluditec, syrup § %, 128 ml in bottle with measuring

cup, Nel
Haitmenysanus noxaznuis \ Mertoun konrposmo |Bumorn MK (eneundirauit) \ QCT (specification) | PesyanTatn \ Results
Characteristics \ Control methods requirements
Onwe \ Deseription Bizyassno\ [Tposopa piznna 041A0-3¢ACHOTO ROALOPY 3 Bizmoniiae \ Complies
Visually KOPUYHEBUM BATIHKOM 13 3anaxoM kapamesi\ Clear
Hight green liquid with brown shade, with caramel
fTavor

InenTudixauisi \ Identification

Kaptoumerein \ Carbocisteine C.B (222740 Upu punyeky: Lierrnna pedepenc xpomarorpami\ | Bianorizae \ Complies
Fur.Ph. (2.2.27)* Atrelease: Identical to the reference chromatogram
[poraron repminy apuaarnocti: -\ At shelf - life:
NA
Bapruuk opamxero-KosTHi S (E 1)\ €D (2.2.27)F Tlpu supyeky; Lienruaua pedepenc xpomarorpami\ | Bianosizae \ Complies
Orange-yellow S (E 110) Fur.Ph, (2.2.27)* At release: Tdentical to the reference chromatogram
[porarom repminy npuaarnocti: - \ At shelf - lite:
NA
bapruuk narenrosanui cuniil V (E 131) b, (2.2.27)%0 [py sunvery: Lienraana pedepenc xposarorpasi \ | Bianosiaae A Complies
A Patent blue V (15 131) Fur.Ph. (2.2.27)* At release: Identical Lo the reference chromatogram
Flporsrom repminy npugaruocti: - \ At shelf’ - life:
NA
Mernanaparizpoxeudensoar (1 218) 1\ C.P.(2.2.25)%\ Hpuy suitycky: MakcuMys norimianus ripu aomknui | Bianosixac \ Complies
Methyl parahydroxybenzoate (5 218) Eur.Ph. (2.2.25)% | xsuai 296 nv \ At release: Maximum of absorbance at

wavelength 296 nm
Ilporsirom tepminy npuaarnocti: -\ At shelf - life: NA|

Kisskicne Busuauenus\ Assay

KapBoumcrein \ Carbocisteine C.D.(2.2.29)% Y 4.75 - 525 v/100 Mma ) 4.75 - 5.25 ¢/100 ml 4.99
Eur.Ph, (2.2.29)*

Meruanaparigpokendensoar (1 2181 D (2.2.29% 142.5 — 157.5 mr/100 Mma\ 142.5 ~ 1537.5 mg/100 mli 1499

Methyvl parabydroxybenzoate (15 218) Lur.Ph, (2.2.29)*

Cynyrui gomiurkn \ Related C.O. (2.2.29%1 Lpu sunveky: - VAt releagse: NA He npobosmrees Y NA

substances; Fur.Ph. (2.2.29)* Liporsirom tepminy npuaarnocti: % (.20 1/100 mad

Jarram kapOouucreiny \ Carbocisteine Atshelf -~ life: < 0.20 /100 ml

lactam

L-tmcrein \ L-¢cystine C.D.(2.227)%\ [pi suuyeky: -\ Atrelease: NA He nposoantben A NA
CurPh. (2.2.27)* Iporarom wmﬂm DpMEHOCT: 0,025 v/100 M\

< 0.025 g/100 mi
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[poaykr: ®awoairer. enpon S % uo 125 may haakoui 3 f03yBaALENM cTaKanuHrom, Nel A Homep cepit\
Product: Fluditec syrup 5 %, 125 ml in bottle with measuring cup, Nei

Akrisya peuosuua; | Ma cupony mictuns, kapGouncreiny 50 mr \ Active ingredient: Iml of syrup contains
carbocisteine 50 mg ) U314
Pecerpattitine nocsiues (PIT): Ne UA/8082/01/02 pin 01.08.2018 \ Registration certificate (RC): Ne UA/8682/01/02
dd. 01.08.2018

Jlist PI1; weoOmencena \ Validity of RC: unlimited

Slinensis na supoGumyrso (Inuorepa 1y3i): Ne M 20/172 sin 12.10.2020 \ Manufacturing license (Innothera Chouzy):
Ne M 20/172 dd. 12.16.2020

Batch number:

06 em nanossenns \ Filling volume €0, (2.9.28)%\ [Ipy sanyery: - 125 ma\ Al e = 125 mi 126
Eur.Ph. (2.9.28)* [Tporarom Tepminy npuaarnocti: - \ Atghell - life:
NA
Oauopinnicrs macn BuA0SYTHX 103\ C.d.(2.927)*\ IIpy sunyeky: Bianosizac\ At release: Complies Bianosigae \ Complies
Uniformity of mass of delivered doses Eur.Ph. (2.9.27)* [IporsroM Tepaminy npiiartHocti: - \ At shelf — life:
NA
pH €. (2.2.3)%)\ 5,70 - 6.50\ 5.70 - 6.50 6.29
Lur.Ph, (2.2.3)*
Binaueuns rycriuu \ Density .M. (2.2.5)%\ 1,160 - 1,180V 1.160 - 1.180 1173
determination Fur.Ph. (2.2.5)*
Mokasuuk 3anomaennst \ Refractive C.D (2.2.6)%\ 1.396 - 14051 1.396 — 1.405 1,401
index Bur.Ph. (2.2.6)*
Mixpobiosoriuna uucrora C.P. (5.1.4.2.6.12, | Tpu supyeky: \ Alrelease:
2.6.13)*\ Eur.Ph. | B 1 ma npenapary ponyckaerbes: \ In | ml of the
(5.1.4,2.6.12. product it is acceptable:
2.6.13)* 3aranLie YHeA0 acpoBumux Mixpooprauizmis (TAMC) <]

we Giasme 102 KYOima \ total count of aerobic
bacteria (743 C) not more than 102 CFU/ml:
JAIQIBHE GHCAO JPIDKOBMX Ta 1LHCCHCRUN priin <}
TYMC) e Biasiae 10T KY O/ total count of yeasts
and moulds (7VMC) not more than 10" CFU/ml:

He ponyckaerben:/ it should be absent:

Escherichia coli/ma\ Escherichia coli/ml

Iporsieom repiny npuaarnocti -\ Atshelf - life: Biacyrniit/aui\
NA Absent/ml

- mecm ne aposodunben b NiA
*dhioue sud., €., ) Eur Ph._current edition

LI#M 4 3aCBIUYIO, 10 HABEACHA BHILE IHQOPMALLA ¢ JOCTORIPHOIO T4 TOHHOIO, Llio cepilo npoayKiii Oyi10 BHPOGACHO (BKATOUMOUH HAKY BAHISYMADKY RaHHS) 12
FIPOBE,ICHO KOHTPOAS Ti AKOCTE Ha BHIC3a3HauCHif Abmind y noswilt panesiwoct 3 pivorav GMP, BeranosicHii MICLCBHM PCYALTOPIHIM OPLAHOM, & TAROK

piznosime 1o cneundikaniil, wo Micrrhed ¥ pecctpaniitiony jocke (ado ropropifi riuensii kpaii-supodiika 4o KPATTH-IMIIOPTCPa, SKINO APOAYKILIO
iMpopTosano. afio y Jloche cnciudikaiil Ha npenapar ais ADCALBEYRANOND FiKapchkoro 3acofy). TTporokoan supoduima, nakynauns 1a aatizin Oy0
fepersHyTo 1 peranosaeHo sianosiauicts GMP. (GMP Ceprudirar No2021/HPE/FR/89 nia 07.06.2021). \ | hereby certify that the above information is
authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the tocal Regulatory Authority and with the specifications that are in registration dossier {or with specifications in the Marketing
Authorisation of the manufacturer's country or importing country if the product is imported, or product specification file for investigational medicinal product). The
batch processing. packaging and analysis records were reviewed and found to be in compliance with GMP (GMP Certificate Ne2021/HPF/FRASY dd. 97.06.2021).

Bucuosox \ Conclusion: Ynosuosakena ocoba \ Qualified Person:
Hosurnsauil BUCHOBOK ¥y Binnosiguecti no MK\ Positive Jlara\ Date: 26/07/2024
conclusion according to QCT requirements [Teuarka \ Stamp
Jlara sunycxy\ Date of release: 25/07/2024 THHOTEPA THY 31V INNOTHERA CHOUZY

{liume \ Signatare: T, COPHE YT, SORNALS
Wapymatesr Creremin sabesnencuus axocti upoaykry \ Product Quality
Assurance Pharmacist

INNOTHERA CHOUZY
26 JUIL. 2024 | <

T. SORNAIS
Pharmacien AQP e
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