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CERTIFICATE OF ANALYSIS
CEPTARIKAT AHARIZy 18 21CP24100223

Product name / Hasa npopyrji

RESPIX® [ PECTIMKC®

Phamaceutical form / Nixapetka dopia:

film coaled tablefs / rabnenat, skput nniskosow cBonaniole

Strengthipolency f Cuna aifakmssHIGTs: B{]O mg (uar) i30 g {wr)

Type and size of packaging / Bua i posmip yﬂ.agnpm;i 10 tablels in biister; 2 blisters in a cardboard pack / no 16 Tabnetok ¥ Gnictepi; no 2 Gnicyeps y mawyi 3 kaprany

Aclive substances / [Jixui pedonuHi:

1 flm coated tahlet conlain: acetylcysteine 200 my, ambroxol hydrochloride 30 mg
1 vabnena, expura nfo MicTTL: ayeTHnuncreliy 200 wr, auSpoxcony rigpoxnopigy 30 vr

Manufacturer / BipoBrug

Everiogen Lile Sclences Limited / Esepropxen Naig: Cacncna Nimireg

Address | Agpeca:

Plot Np:§-8, 89, 5-13jP & S-14/P TSIIC, Phama SEZ, Grezn fdustrial Park, Polepally (V), Jadcharla (),
Mahatbinagar, Telangana, IN—508 304, India ) )
Tnor he Ee-8, Ec-9, Ec-13ATi Ta Ec-14/0 Ti B¢ Af An Ci, ®apua Ec 1 3er, (it ingaciplan Mapx, Nonenanai (Bi),

€ nsepna (Ev), MaxaByGiarap, Tananrawa, tH-500 301, IHain
Reaistralion certificate / Peccrpanfiive nocelgeHHA: LUAI15549!01101 ]

Valld upto / Qifcke aa:  Unlimited term f ecBuexenit

" Ucense No./ fiyensla Ne: | 1SHANIAPI20141EG

Balch Ne/ Cepln N I EAA24011B1 I Balch size / Poamip cepii: 20000 packsynaw

Date of manufacture/ fiara supoSmyrea; L 0412024 l Expiry date / Tepmin npugatrocti: 0412026 ]
Test ' Accaptable cilteria {at balch realize) Result
HalMeHyBarHA noRasmka ~ KpsiTepit npuiHATHOGTI { Hia Brryck) Pexynutar
- Orange cofoured, round biconvex, coated tablats. Cormptes (B
Pescription / Onig Kpyrai, neconykni 126newar, ekpiti oGonokxomn NOMAPEHYEBOTD KOMEORY. {Bianceinae)
ldenlification / \nexmhinauin
The relention time of the principal peaks of ambyoxol hydrochloride and
acelylcysteine In the chromalogram of the lest and standard solutions ohlzined
Amboxd hydrochloide, Acelyoysising during lhe test *Assay” should be the same. Binoeinee
ArBpoiony finpaxnopug, AUETHILKGTER YEC ytpumanna niids 2MEROKCORY rpoxnopuay Ta BlETMMYeCTETHY Ha Comgles )
XPOMATOMamaK BHAPOGOBYDEHOTO | CTaHAAPTHOTO PusuHs, DIPUMANHX Rig Hac
NPEEEABKHHA TeCTy «KiNbKICHE BUAHAUERHAY, NOBHHEH CriBnaAaT.
Average weight / CepaaHa mMaca ! 300 mg (mr) £5% ) 288.1  mg {mr}
No maore than 2 tablets of 20 may have a devtalion from the average weight of
N . more than £5% and no one tablet should nal have devialions of more [han +10%.
g"'f""!"ty. afweight He Gibiue Hix 2 TaGRETHH [2 20 MOXyTH MaTH ERRXANeHHR 6in CEpesHLaT Mary 328 g
InHOpiAMICTE Mack p A | +3.35
Binbuse Hix +5%Ta xoAHa TaBAETKA He NoBIHEE MATH BYIXHNEHHRA Dinbwe Hix
+10%
Disintegraticn / Posnaparus Not more 30 minutes f He Binswe 30 xaunu 03 min{xs.} 21 sec {cex)
Dissofution / Pozunherms
. Neless 70% (Q) of the labeled amount dissolved in 45 minutes
Ambrol ydrochiorde/ AnGporoany Agpoxncpu He 1etnue 70 % (Q) nporarom 45 xa, bl sanenexor KinkKocT 3a3HaveHaT s 101 %
poaglm «Canags, R -
’ No less 70% {Q) of the labeled amaunt dissoved in 45 minutes
Acelybysieine | Atemnpctei He merwe 70 % (0) npovarom 45 xe. vin 3aRENEHOT KINGKOCH 333HAMEHOT B 100 %
‘poapinl «Cinany,
Uniformity of dosage unils / Oavopinwicts Aoaosammx CAHHALL
Ambre hydochrida/ Artporoany figpaxnopiny AV=15 33
Acelyicysienel Ayemapciet AV= 15 3.1
Relaled substances / CynyTHi Jomimws
Ambroxol hydrochlorde / AmGpakcony tigpoxnopua
Aryndvidudlimpudly fBype-ra Wpeiaro iovisa. Notmore 0.5%/ He Glnswe 0.5%
Totd mpuriies/ Saranca oty AiLok Not more 1.0% / He Sinewe 1.0%
RESPING, film coated 1ablels Ma20 balch W EAAZ4011B1 , 1ol

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, india,
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Acelylcysteine f Auemnumcrein

N.N-decelyeysine £ N, N-glauemnpcnm Notmare 0.5%/ He Ginstwe 0.5% 0,06 %

Any olfier individual mpuriy S o 0
?’W‘“‘{'WWAE‘W N Noljnare 0.2% J He binsire 0.2% e -0-.-09 /a_ L

Ted impuries 1 Baramsso kot foviLg ) Notmore 2,0% / He Ginsiwe 2.0% 0,18 %

Assay I Kinsxicne swakavel T

N - Fram 28.5 my lo 31,5 mg/labl. (35% ~ 105% of the label claim) mg /tab.

Ambroxal hydroshiaride  AnGporcon dgpoxnopny. {71 <2 7 30 31.5 alvain, (85% — 105% nla aanenexct Kinvocr) 305 iradn,

] = s From 180,0 mg lo 210.6 mgftabl, (35% — 105% of the [abel clalm) mg fteb,
Acelyloysteine / Auemnyucrelit . Bin 190.0 Mr o 240.0 mrivabn. (95% ~ 105% sif 3anenerol MneKocT!) 1995 mrfiabn.
dicroblological purity / MikpoGionorima qHCTeTa - ~ o o L
Tolz aerobic microbial oount (VAME)/ Baraneke wmcrio aepobumt MikpeapraHiatin (TAMC)

Mot more 10° CFUfg / He Glnwwe 10° KYO/ T A | <10 GFUR{KYor)
" Tofal combine yeastsimoulds count (TYMC} / 3aranewe wiicno APOREXOBX Y2 NMICHARKX rpuGlg {TYMC}
Notmore 102 CFUfy / He Ginsiwe 102 KO/ r <10 CFUfg (KyOir)
Escherichia coli Should be absem per 1 g/ He AONYCKAETLCA HRBHICTE B 1 T npenagary Absent (BiacyTsi}
CONCLUSION 7 BUCHOBOK

The lests are performed in accordance with MQG of the manufeclurer hal appioved by MoH of Ukraing,

I the apinion of 1he urdersigned the sample refeired to above is of slandand quality Is defired in the MQC.

I heraby certify that the above informalion is authentc and sccurale. This batch of produet has been manufactured, including packaging/abelng and gualily conlro! at the abave-
mentianed sile in full compliance with he GMP requirements of the local Regulatory Autharity and wilh the specificalion availatle In reglsiralion dossler. The balch processing,
packaging and analysis records were reviewed - found o ba in campliance with GMP

Bunpofysantia nposenexi tirosinso go MKS aUPODHME, LD 3aTBEpMeH] nakazonm MOS Yrpait, .

Srifo BMCHOBKY HioRsERiANACaHOND, BIIRANEIAHI APA30K MAC CTIHAADTH! NOKBIHWIY AKoCT], nepapbavei KA, .

Llwn A aacaiguyio, o Hagegena aite HhopMayia € NOCTOEIpHAKD T2 Touxoi, Lo capho npoaykull Gyno BxpoSneno {BRmOqaMy NaKYBBHHAMBMHYEGHHE) Ta KOHTRONG T RKOGTE HA
BrineIazHateHif BupadkaiA ginbesuf nposefeso y noari BiAnozinnoeTi 3 Bumoram GMP, ecranonexmms HICUeBHM PETYTATOPHIM TPIAHOM, 8 TAKIX BITN0siIHo ag craywdikau,
WO HicTTEEA 3 peectpaufiHaMy AockE, Mpotokonu BHPOGHILITES, MaxyBaHHa T3 aHanizia Gyni NEPErnAHYT - ECTAHOBNEKO BigNCElHICT: GMP,

=

Person, authori2ing the batch release / Ocota, signoelganuia 3 BinycKk cepll |

I G. Srinivasa Rao ‘I L Manager QA ] L 'K:/,_,» 1 L 07-05-2024

Name/ Mplissue . Pesilien / Nacaga Sigraturd [ Mansc Date of signalure { [lara niparcaima

RESPIX®, film coated tablels Na20 balch ht EAAZ4011B1 . 2ol 2

Office : GY Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232T62013PLC085_349
Factary : Plot No: 5-8, 5-9, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Potepally {V), Jadcherla [p), Mahabubnagar, IN - 509 301, Telangana, india.




