JEPKABHA CJIYKBA 3 IKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanif Ceitanunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BUCHOBOK
npo AKICTH BBE3eHOro B Yipainy jikapcsroro 3acedy

08.04.2024 Ne 18298/24/26

OIYIMY I

(maiiMenyBamia Nikapchkoro 3acoBy srifio 3 peceTpatiiimm NIoCBiANCHIAM)
Tabaerin mEmyyi no 600 mr; no 2 Tabnerky y 6aicrepi; no 5 GaicTepis y KapToHHi nagLi

(dopma BHNYCKY, 103YBAHNS, BHI NaKyRAHHA HKEPCLKOIO 3acoby)

Howmep peectpauiiiroro noceimenna UA/3083/01/01 crpok ail peectpauiiitoro nocsiauenia HeoOMeXeHUH

Cepia nikapcskoro 3acofy Ne 397809 Kinskicts sBeseHoro aikapcekoro sacoby 14000
BupoBRHK Ram6on Ceituepnany Jita., Ilsefuapis
(nativenypanus BupoBHuka silkapenkoro 3acoly, kpaila NOXOMKCHIIS)
Beeaeno B Ykpainy ToBapHCTBO 3 0GMEKEHOK0 sinnosiganbuicrio "Mitex", lneut. xoa:
23153491

(natimMeryBanns Ta kog 3a EAPTIOY toprinyHol ocoGr aGo npiasHiue, iM'a, no GaTekosi disninol
0coBH - MANPHEMUA, T MiCLC NPOMHBAUHA T4 peecTpauifiunii HoMep 06nikOBOT KAPTKH TLIATHHKA
nojatkis 260 cepis Ta HOMCp nacnopTa)

TpoToxon sisyaasnoro konrpono eiz 08.04.2024 Ne 1216/1.

3a pe3ynbTaTaMH  AEPKABHOrC KOHTPOAX  BCTAHOBJIEHO, UIO nikapcekuii  3aci6  BBezeno B YipaiHy 3
JOTPHMAHHAM BHMOT 39KOHOAABCTBA LIONO0 3abe3neyeHns AxocTi nikapebkix 3acobis.

7~

Muxona XOJIOJEHKO

(nianuc) (ininigm T2 npisnuLE)

Page 1/1




ZAMBON SWITZERLAND LTD, 3AMBOH CBITLEPNAHA N7,
Via Industria 13, 6814 Cadempino, Switzesland Bia Iugyctpia 13, 6814 Kagemning, Leediapia
Tel. +41 91 0604 240 Ten. +41 91 9604 240
Fax +41 91 9664 351 : Pare +41 91 9664 351
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MANUFACTURING GOUNTRY: Switzerland IMPORTING COUNTRY: Ukraine
Kpalta-supobruk: Weeiyapis Kpaiva-imnoprep: Ykpaita

NAB_&E OF THE MANUFACTURER: Zambon Switzerand Ltd,

HANMEHYBAHHSA BUPOEHMKA - 3amBon Caituepnang Nrp.

ADDRESS OF MANUFACTURING SiTE: Via Industria 13. 6814 Cadempino, Switzerland
AOPECA BUPOEHWMQI fliNTBHIL: Bia fayetpia 13, 6814 Kagemnitio, IUsedlapis

CONTROL QUALITY LABORATORY ANALYSIS No.: 40000257340
Naboparopis KOHTPEMO AKOCT Ne ananiz: 40000257340
MFG. DATE: 05.03.2024 EXP. DATE: 03.2027

Hata eupobhmurea: 05.03.2024 Tepmid npunaThocti: 03,2027

MANUFACTURING AUTHORIZATION: No 512142-102643734 CERTIFICATE OF GMP COMPLIANCE: No. GMP-CH-100408!
BupoGHia miteHais: Ne 512142 -102643734 CepTuibixaT Bignoeigrocti GMP: No, GMP-CH-1004069

PRODUCT: Fluimucil, effervescence tablets 600 mg; 2 tablets in blister; 5 blisters in cardboard pack
Npogy«T: ©ayiMyumn, Tabretn WHNYYi no 600 Mr; no 2 TaBneTi B GRicTepl; no 6 GricTepie y xapTouHii nauyi

AGTIVE SUBSTANCE (per 1 tablet): acelylcysteine 800 mg
Diroua peyosuHa (Ha TabneTry): ateTirumcTelH 00 Mr

REGISTRATION CERTIFICATE Na: UA/3083/01/01
PeecTpaufiine riocsinuenHs Ne: UA/3083/01/04

BATCH Me.: 397809 BATCH SIZE: 239380
Cepin No: 397808 Poamip cepil: 23980

Batch Certificate for Medicinal Products / Ceptudixar akocTi cepii nikapcuxoro 3acoby

TESTS SPECIFICATIONS RESULTS
MOKAZHUNA CRNELM®IKALYT PEIYIILTATH
Description White, round fablets with a characteristic lemon, slightly Conforms
sulphureous odour
Onue Bini, spyrni Tatinerion 3 xapakTepHUM NHMOHHMM, 2nerka Bignoeigae
CIDMaHvM sanaxom
Average weight of tablet 19g+3% 1.89g
Cepegnn Bara TaBneTuy 1912 3% 1.89r
Uniformity of mass 1820 + 5%, 2120 = 10% Conforms
OptopigicTt no Maci 16720 = 5%, 2120 £ 10% Bignoaigae
Appearance of solution Slightly opalescent solufion with a characteristc adour and Caonforms
taste of temon aroma and slightly sulphureous adour
JosHilmiR sUmag poinny 3rerka onanecUEHTHIA POIIMH 3 XADAKTEPHIM 3anaxoM | Bignosinae
CMaKOM NUMOHHOTO apOMAaTHIATOPa | NEFMM CipyannM
3anaxoM
pH of water solution 32-42 38
_pH BofHore poaunHy 32-42 3.8 ]
Disintegration time Neof more than 3 minutes < 3 minutes
Yac poanagy He Binblwe 3 xpnauy < 3 XBAHH
Water =0,2% 01%
Boga <0.2% 01%
identification of acetylcysteine
laeHTHobiKaLin ayeTHNLMCTRIHY
Potentiometric tiration Posifive Conforms
INotenuiometpuiHe THTpyaarun Mo3antuBHo Bignosinae
B TLC Positive Conforms
Bignosigac MoaurneHo Bignosigae
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ZAMBON SWITZERLAND LTD, 3AMEOH CBITUERNAHA [TH.

Via Industria 13, 6814 Cadempino, Switzerland Bta lknycrpia 13, 6814 Kanemnine, Wneiyapia
Tel. +41 91 9604 240 Ten. +41 91 9604 240
Fax +41 91 9664 351 Daxc +41 91 9664 351
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Batch Certificate for Medicinal Products / CeptudixaT AkocTi cepii nikapckskoro 3acoby

—

TESTS SPECIFICATIONS RESULTS
MNOKAZHKI CRELU®IKALT PESYNLTATH
Af release/ At the end of sheif-fife/
Ha momenm sunycry Ha kiteub mepminy
npudamuocmt
Assay of acelyleysteine 570,60 - 630,0 mghtabiet 570,0 - 630,0 mg/tablet £98.2 mg/ tablat
{95.0 - 105,0% of declared) {25,0 - 105,0% of declarad) (99,7 % of declared)
KisibkicHe BuarausHHR aLeTnrUMCTETHY 570,0 - 630,0 mrérabnetia 570,0 - 630,0 mr/rabnetia 598.2 mrf 1abnetva
(95,0 - 105.0% Bin sameneHoro)) | {950 - 105,0% Bin 2anBnedore)) | (99,7%ein aRaneHoro)
Related substances;
CynpoainHl aomitum:
« N.N'-diacetylcystine - Not mere than 1,0% -
- NLN- giavetunyuerin - He Ginbue 1,0% -
- N,S-diacelylcysteine - Not more than 0.5% -
- N.S- glauerwnumcreis : - He Ginbue 9 5% -
- Cystine - Mot more than 0.5% -
- Lwerin - He Ginsle 0,5%
wi - Cysteine - Not more than 0.5% -
- LingTelH - He 6Ginblue 0,5% -
- Unknown: {gach) - Not more than 0.5% -
- OpuiuiHa HeinenTudikosana foMitika - He Ginbuie 0,5%
- Totad impurifes - Not more than 1,5%
- Cyma gomiluox - He Binniue 1,5%

Microhial contamination; *
MispoBionorivna yicTora; *

Total Aerobic Microbial Count {TAMC) Not more than 108 CFU/g Conforms

3aranene uneno aepoBux Mispoopratiamie Ha Ginblue 10° KYOIr Bignosigae |
Total yeast and mould count {TYMC) Notmiore than 102 GFU/g . Conforms

Saranbtie uncne Apikxie | musie He Binbuiie 102 KYO/Ir Bignosigae

E. coli Absent'i g Conforms

E. coli BigcysHa M 1 Binnosiae

* - Test is performed on every fifth batches of products. If not performed N/A., {Not Applicable) is slated as result. If the test passes, the result i
{Conforms),

* - BU3HAMEHHSA ROKAIHWNG NPOBORATE HA KXl N'ATIH Cepi FlrLE He BUKOHYETLCR, B AKOCTI poayilkTaTy BRasyeThon N/A. (He 3aCTOCOBYETLCH).
Auigo TECY BUKOHYETECR, B AKOCT] PE3YNLTATY BRA3yETLCA (Bignosigae).

BATCH No 397809 COMPLIES WITH ALL THE ABOVE SPEGIFICATIONS.
CEPISt Ne 357809 BIfMOBIOAE BCM BULLERKAZAHYM CHELINGIKALIAM,




ZAMBON SWITZERLAND LTD. 3AMBOH CBITLEPRAHA ATA,

Via Industria 13, 6814 Cademgino, Switzerland Bia Inayctpia 13, 5814 Kanennino, Hiaekuapia
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Comments:

Komentapi:

I'hereby certify that the above information is authentic and accurate. This bafch of product has been manufactured, including packagingfabaliing
and quality control at the above mentionad site in full compliance with the GMP requirements of the locat Regqulatory Authority and with approved
specification in the importing country. The batch processing, packaging and analysis records ware reviewed and found to be in compliance with
GMP.

Usss sacaiguylo, wo BulseRnknagena ichepMaLia e giliciolo i npasunthole. Qaua CepiA npenapaty supcBnuHa Ha aragaHin Bute ginAnyi,
BURIOHaI04M YNAKORKY/MAPRYBaKES | KGHTPONb SHOCTI, ¥ 10BHIH BIRN0BIANOCTI Ao Bumor GMP Micyerore PeryrioloNoro aprany i creumdixayii,

saveepokedc’ B kpaiHi-imnoprepa, MpoTokony BUpOBHULITES, YNakoBKkK Ta ananiaig Gynn nepesipeni Ta BusHaHi Takums, Wwo eignoBigaKnT:
Bumoram GMP,

Batch release date / [lara sunycxy cepi: 21.03.2024
Certifical issue date / flata BUNYCKy cepTudixara: 21.03.2024

o o T 5
Name and position/titig’of person authorising the batch release AR StARLN - Cﬁ,}’kkﬁ!{ ASaliwice HERN
{pize afagaHHA ocobw, Aka BUaa 03BIN Ha BMNYCK capil VA :

B o CA R PR A 0. kel mvmelre oS a2 mw OF (UMK PERSA)

1
w:-:,‘""
Signature - :
Miapc e ; 7
Date ofsl'g;'nature ?,('/O:(/Z’_QZS ZBON SW]T?LB’?
el o — THEDOUALH~ 0L
ot Eff
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