LABORATOIRE

INNOTECH

INTERNATIONAL

JABOPATOPISI IHHOTEK IHTEPHACBHOHAJD \ LABORATOIRE INNOTECH INTERNATIONAL
BupoBnuki: \ Manufacturers:
BupotGui: sidnoeidansuii sa Konmpors ma gunyek cepli’ | Manufacturer responsible for batch eontrol aiid release.
IHHOTEPA L1¥Y31\ INNOTHERA CHOUZY
Pio Pene llantepo, 1llysi-ciop-Cic, Bamoap-crop-Cic, 41150, @pamiis \ Rue Rene Chantereau, Chouzy-sur-Cisse, Valloire-sur-Cisse. 4 11 50;']’-‘ranc:e-. |
Bupobnr-gidnosidanwnuii 3a eupodnuymeo in bulk, fepeiie ma emoplie naKysanna, koumpons: | Manufacturer responsible for-in bulk, primary and
secondary packing. baich control:
IOMITEP JIKBIJ MAHVYOEKYYPHID \ UNITHER LIQUID MANUFACTURING
I-3 Anene na Hecr, 31 Eu Ciran, Konom'e, 31770, Opauwuis v [-3 Allee de la Neste, Z1 d"En Sigal, Colomicrs,. 31770, France

CEPTH®IKAT AKOCTI Mo \ QUALITY CERTIFICATE N° 010000108758

IIT]JD,EI}’KT-:.(]&)J'II‘ﬂﬂiTEK, cupont 2 % no 125 ma y daaxoni 3 1o3yBasbHuM cTakanuuKom, Nel \ Homep cepii
Product: Fluditec syrup 2. %, 125 mi in bottle with measuring cup, Nel Batch number:
AXTHBHA peUoBHRa: 1 M CHpony MicTHTL Ka pGouncreiny 20 mr\ Active ingredient: 1 mi of syrup contains carbocisteine U591 A

20 mg

Peecrpauniiibe nocsinuenss (PT1: Ne UA/8082/08/01 sin 1.08.2018\ Registration certificate (RC): Ns UA/8082/01/01
dd. 01,08.2018

His PI1 neoBmenxcenta \ Validity of RC: unlimited o | | | .
Hivensia na supoBunurso (Imorepa Liysi): Ne M 207172 sin 12.10.2030\ Manufacturing ticense (Innothera Chouzy):
MeM20472dd J2.002026 0000 EEE

Hara surotoBaenus \ Manufacturing date: 11/2023 | Kuasxicrs npoaykiut B cepil (}'r:ammﬁc) \ The number of
Tepmin npunarnocri \ Expiry date: 10/2025 products per batch. (packs): 78672

AHa3 3rigno sustor airounx MK wa npenapar @awaitex, cupon 2 %, no 125 mur y PIaKkori 3 A03YBANLHEM cTaKAHYKHKOM, Ne \ Analvsis

according to the current QCT (quality control techniques) requirements for the product Fluditec, syrup 2 %, 125 ml in bottle with measu ring
cup, Nel

Haiimenysanun Meronn xouTpoio \ Bumor MKSI (eneundiramnit) \ QCT {specification) PedyantaTir \
NOKAZHHKIB \ Control methods requirements Results
Characteristics o
Ormc \ Description Bisyaneno \ Visually Hposopa pianna opamxkesoro koasopy. \ Clear orange liquid. Binnosizac\ Complies

InenTngixauia \ Identification

KapGowicrein (T1UX) \ €& (2227 \ | Ipu Bunyexy: Bianoninac XpoMarorpami KOHTpoLHore possnny \| Bianosizar \ Complies |
Carbocisteine (TL.C) Ph.Eor (2.2.27)%* Al release: Identical to the reference chromatogram

[iporarom Tepsiny npuaariiocris-\ At shelf — life: -

KapGonpcrein (BEPX)\ €0, (2.229%% | [pu puiryexy: Bianosigac Xponarorpami KoINTPOALHOre po3uuny \{ Bismosiiac Complies
Carbocisteine (HPLC) Ph,.Eur (2,2.29)%* Al release: Identical to the reference chromatograim

| [¥porarom repminy npuaartocti:- \ At shelf — life: NA
Merunnapariapokcubersoar C.D. (2.2.25)**\  llpu nunyeky: MakcuMyM ROMTMHANHS PK ACKKHHT XBHAT 296 1y \ Bianosiiae \ Complics
(E218)\ Methyl Ph.Eur, (2:2.25)* At release: Maximum of absorption at 296 nm
parahydroxybenzoate (E218) lipoTaroM Tepmity npuaarhocTi: -\ At shell —life: NA
Kinnkicre uanavennsn \ Assay
Kapbouncrein (BEPX) \ C.@, (2.2.29)F% Hpu punyeky: 2,0 /100 Mmn + 5 % [1,9 = 2,1 /100 mad\ 1,97
Carbacisteine (HPLC) Ph.Cor (2.2.29)x* Atreleage: 2.0 g/100mi £5 % [1.9 — 2.1 g/100 ml}

Hporsrom tepMiny npugaruocti: 2,0 /100 ma -10% +5 %
(1.8 =2,1 t/100mn] \
Atshelf —life: 2.0 g/100m! -10 % + 5% [1.8 - 2.1 g/100 ml}

Mertunnapariapokenbensoar €. (2.2,29)*%% Hpu sunyeky: 150 Mi/100 mnx 5 % [143 — 157w r/100m.a ]\ 150
(E218) (BEPX) \'Methy! - Ph.Eur. (2.2.29)** Alrelease: 150 mg/100 ml £ 5% {143 — 157 mg/100 ml]
paraliydroxybenzoate (E218) ITporarom repminy npuaataocti:150 Mr/100 v <10 % +5 %

(HPLC) [135 =157 mr/100mn]

At shelf - ife: 150 mg/100 ml -10 % +5 % [135 — 137 mg/100 mi}

Cynyrni aemimku (BEPX) \ Related su bstances ( HPLC)

Jlaxram xapGousncreiny \ C.D. (2.2.29)%% [Ipu sunoyexy: < 0,05 r/100 M (< 2,5 2N 0,00

Carbocisteine lactam Ph.Eur (2.2.29)** Al release: < 0:05 g/100 m! (< 2.5 %)

[Iporarom TepMiny NPUAATHOCT]: < 0,16 /100.Mmn (< 8,0 %)\,
At shelf — fife: <0.16 g/100 m (< 8.0 %)

Cynsokenn kapouucreiny \ |~ €.0. (2.2.29)%%\ - Lpwn srnyexy: -\ At release: NA He nposoauThes \ NA
Carbocisteine sulfoxide Ph.Eur.-(2.2:29)** | IIporsrom TepMily npuaarsocti: < 0,010 /100 ma* (< 0,5 Y P
o | _ Atshelf - life: < 0.010 g/100 m* (S 0.5 %) Fopith & e
byap-sxa inima nomiwka \ €., (2.2,29)*% | [Ipu BHOycky: -\ Al release: NA . 4 O HTRCA L NA
Any other impurity Ph.Eur {2.2,29)%* {Iporaron repminty npuaaruocti: < 0,004 17100 Js %)\ 1 NG PN
At shelf — life: < 0,004 g/100 :, 238 Sﬁ ¥,
Cyma Oy AL-SKMX THUIMX C.D. (2.2.29)%%\ pi punveky: - \ At release: NA l | L IPpgoF
Aomiwox \ Sum of any other Ph.Eur, (2.2:29)%* [IpoTsrom Tepminy npunatsocti: < 0.02 /100 ;‘* W
impurity _Atshelf - life: £ 0.02 g/100.ml (< 1.0 \::': AN o y
ol et
., N0403-0%
| g i




Hponykr: ®moaitex, eupon 2 % no 125 ma y bazkoni 3 103yBanbHUM cTaKA KoM, Nol \

Product: Fluditec.syrup 2 %, 125 ml in bottle with measuring cup, Nel

AxtHBHA peqosuna: | ma Cupony smictuts kapboumncreiny 20 mr\ Active isgredient: T-milof syrup contains carbocisteine

Howmep ﬁ‘:epi"i__\
Batch number:

U591 A
20meg
Peccrpailifine nocsigucua {PIT): Ne UA/8082/01/01 sin 01.08.2018\ Registration cerlificate (RC): Ne- UA/8082/01/01
dd. 01.08.2018
Hlia PT1: neotnencena \ Validity of RC: unlimited.
Jlinensia wa BupobHHITRO (lHnorepa ysi): Ne M 20/172 min 12.18:2020\ Manufaciuring license (Innothera Chouzy):

Ne M 20/172 dd. 12.10.2020 e
Cepenniit 06’em MeTtomika Lipv punycky: =z 125 Ma\ Al release: > 125 ml 127
HANOBHEHHA \-Average papofinKa \ Iposiros TepMiny mpuaatiocti: -\ Al shell— life: NA
volume Manufacturet’s

L method
pH C.D. (2.2.3)%%\ Elpn Bunyexy: 5.7 6,5\ At release: 5.7 - 6.5 6,4
Ph.Eur, (2.2.3)** | lipoTarom TepMiHy npuparuocti:s,s — 6,5\ At shelf — lile: 5.5 — 6.5
Bianocna rycruna \ Relative | €.d, (2.2.5)%%\ Ilpu Bunveky: 1,270 — 1,290 \ At release: 1.270 — 1.290 1,284
Density Ph.Eur. (2.2.5)** [Iporsiros TepMiHY ApUAATHOCTI: - Y At shelf ~ life: NA
TNoxa3sunk 3anonmmenun \ €., (2.2.6)%% [pit sHOyeky: §,439 - 1,448 \ At release: 1.439 - 1.448 1,445

Refiractive index

Ph.Eur. (2.2.6)**

[Iporarom repminy opuaatiocti: - At shell — life: NA

OauxopinsicT, macn
gupodyTHx ao3 \ Uniformity
of mass of delivered doses

C.D.(2.927)%* \
Ph.Tur. (2.9.27)%*

IIpn sunycky: Biamosiaae \Alrelease: Complies
HpotaroM Tepminy npuiariocTti: - \ At shelf ~ tife: NA

Bianosigae \ Complics

Mikpobionoriyna ascerora \
Microbiclogical purity
3araieHe  uMcno  aepofiHx
Mikpooprauiamis (TAMC) \
total count of aerobic bacteria
(TAMC)

3araibHe HMCA0 APIUDKOBHX 12
nmcenesux pubis {TYMC)'\
total combined yeasts/moulds
count (TYMC)

Escherichia cali /sy
Escherichia coli/m|

C.P. (2.6.12.
2.6.13)%*\
Ph.Eur. (2.6.12,
2.6.13) **

| - mecm ve npesadimieca t NA

< 107

KYOma\ €102 CFU/m| <1

< 10V KYOMiy .10 CFU/MmE <

Biacytiiti/svi A Absent/m]

BincyTHiit/mn v
Absent/m)

* Honepedniit Kpumepiii npuimsmnoci, 6)0e nepezandanica nicas sipotnuvoro docsidy | Provisional acceptance criterion, which will be reviewed afler industrial

experience,

¥*/lioue and. €D, \Ph.Eur..

current edition.

LlaM 8 3acRiZYH0, M0 HABELEHA BHLLEC tHd)UpMﬂum 3 ﬂULlﬂﬂlpHDI{) Ta TOMHO. llm CEpn(} npn;r,}ﬁuu By10 BIipUﬁJEEHﬂ (mcmuuqmuu NAKY BANHA/MAPKYBAHHA) T4
TIPOBEAICHO. KOHTPOb i AROCTI 113 BHINEIABHAICKIA NiabHULI y noBHil signosinnocti 3 BUMOramMn GMP, BETaHOBASHHMN MICLCBIM PErYAATOPININ OPTAHOM, 8 TAKOK
BIAMOBIAHC A cnenidikaltil, B MicTATLCE ¥ peccTpauifinomMy jocke (a0 TOPToBill AiueHii kpaimu-enpoGuuxa abo KPATHI- lmnonkpa AKUIO  POILY KLU0
iMMOPTOBAHD, aﬁﬂ) AOCHE CHEUHLI}II{E:ELIH HA LPENAPAT WIA JIOCTRRY BEBHOTO mhapcmmm 3acofy). Hporokony sHpobaiTsa, naxysanua Ta apanizis 6yno neperannyo
‘Ta BeTaHoBNeHO Bianostauiets GMP. (GMP Ceprsidirar Ne202 VHPE/FR/089 pipn 67.06.2021).\ | hereby centify that the above information is authentic and accurate..
This batch of product has heen manufactured, including packaging/labelling and quality control at the. above mentioned site in full compliance with the GMP
requirements of the local Reguldtury Authority and with (he 5;:cc|ﬁcalmns that are in registration dossier (or w ith specifications is the Markeling Authorisation of the
manufacturer's.country or importing country if the preduct is imported, or product specification file for investigational medicinal praguct), The balcl processing,

Jpackaging and analysis records were reviewed and found to be in compliance with GMP {GMP Certificate Ne202 1/HPE/FR/08Y dd. 07.06.2021).

Bucunopox \ Conclusion;
HoznurupHMil BUCHOBOK ¥y BianoBiaHocTi go MES \ Positive conclusion

according to QCT requirements

| Hara sunycry \ Date of refease: 13/12/2023

Ynonnoaamena ocoba \ Qualified person:
Jlara\ Datc: 15/12/2023
Fleuatka \ Stamp
[HHOTEPA 1IY31\ INNOTHERA CHOUZY
Hinmic \ Signaturer A APHOTY V AL ARNAUTLD
Menesixep Cuctevid 3a6e3ncuenns skocti npoayveTy \ Product
Quality Assurance Manager
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