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ertogen Evertogen Life Sciences Limited

o

PECTAKCE, va6neTks, Bxpuri nfo N2 copln Nt EAA23008B1
' L CERTIFICATE OF ANALYSIS .,
CEPTHOIKAT AHANgy Mo 210P23100568
‘Product name / Hasea apozyiiii | RESPIX® | PECIMKC®

_ R Fh'ﬁnhaceutical form / iikapcbka dropma: | film coated tablels / 1abneTy, srpuT nniekosolo uﬁounﬁxom
T — _ | 4
EEPERTEE Strengthipolency / Cuna Aifakmesicrs: | 200 mg (mr) 136 mg (mr) I A
B . - - _': i
Type and size of packaging / Bug i poamip ynaxoew] 10 tablets in blister; 2 blisters in a cardbaard pack / no 10 Tabneroxy Onictepi; no 2 Gnicrepu y Nayui 3 KapTOHY ' _. f

. . . | 1fim coated tablet contain; acetyloysteine 200 my, ambroxol hydrochloride 30 mg
Active substances / [iiosi pesosuiy: 1 vebroTka, BkpHTa (Vo MiCTMTL: aueTMIMCTEHY 200 wr, amGpokcony siapoxnopuay 30 mr

Mantfacturer / BupoGin; Evertogen Life Sciences Limited { Eseproaxest laid Cacrcuz flimiren | - N

Piot No: 8-8, 59, 5-13/P & S-14/P TSHC, Phama SEZ, Green Indusirial Paik, Polepally (V), Jadcherla (M),

Address / Apeca:. Mahabubnagar, Telangana, IN - 509 301, india
~ | Tinor Ne Ec-8, E¢-9, Ec-13/Mi 1a Ec-14/Th Ti Ec Al AR Ci, 9apma Ec | 3er, Ipin lngacTpian Mapx, Monenanni (B3},

Eavepna (Em}, MaxabyGnarap, Tenanrana, IH-508 301, lngin

Registraion cerlificate / Peecipaygine nacsiavenHn; | UA/15549/01/01 Valid upto / flificre go: | Unfimited term / eoBuexermil
License No. / Niyenain Ne: | 19/MNIAPI20141F/G | é
Batch Ne / Cepin te:. EAAZ300881 Baich size / Poamip oepii: 20000 packs/ynax ]
-Date of manufacture f Jara BupoBHULTEA; 09/2023 Expiry dale /Tepmin npwpamoct: | 0972025
Test Acceptable criteria {at batch realize) Result
HalmeHysauis noxagnuxa Kputepil npuiiksmocri { Ha BHTYCK). Pesynwvar
o Orange colaured, round biconvex, coated tablels, : | _
Descripton / Omwe Kpyrni, ABoOnyRNi TaBnemw, BKPHTI DDOMOKKOIO NOMAPAHIEBORO KOMLOpY. “onmples (Biosipi)
identification / lgeHTudirayis
| The retention time of the principal peaks of ambroxal hydrochtoride and 1
|  acetylcysteine in the chromatogeam of the test and standard solutions oblined ' 3
| Ambraxd hydrochionde, Acelyloysteine during the test "Assay” should be the same. L bt
AvEporcany figpaxnopu, AjempCIsi Has yrpumMaHin nikis ambporcony riapoxnopuay Ta ayennLecTeiHy Ha Conples (Bianceinze) 3 v
XPOMBTOMAMAX B HpoBoBYBaHOrG | CTOHAAPTHATE POIYMHIB, DTPHMAEHIUX Mg vac ;
NPoBeAEHA TecTy «KinaKicHe BuaHakEeHHAD, NoBMHER cnisnagam. 40
Average weight/ Cepeaya waca 300 mg {mr} £5% 286.1 mg' (har} g
No more than 2 tablets of 20 may have a deviation from the average weight of
b . : + | ‘more than +5% and no one tablet should not have deviations of more than +10%,
g"iﬂmi{;;iwjf;t * He Binbwié ik 2 Tabnetry iz 20 MOKYTE MaTH BIAXUNIEHHR iR CepeaMLOT MacH +" § 251; %
AHOpA Qinsuse Hix +5% Ta xoaHa TaGnetea HO NOBIMHHA MaT Bipxnen Ginblue Hik: | ‘
+1G%
Disintegraticn / Poanaaanua Nol more 30 minutes / He Sinsiue 30 xeunuy 3.90  min{xp) !
Dissolution / Poausrents E
No less 70% (Q) of the labeled amount dissolved in 85 rinutes
Ambroxol hydrochloride / AvBporoony rizpaxnopua He Metiwe 70 % (Q) npoTrram 45 XB. 513 3asaneHsT Kinxoer 3a3Ma1eHOT B 105 % $
poagini «Cxnag. i
No fess 70% (Q) of the labeled amount dissolved in 45 minutes i
Acetyysiene / Auemniperein He merwe 70 % (Q) nporarom 45 xa. 6l IanBREHOI KiNbKOGT Ja3HARHOT 5 106 %
po3fini «Crnagy,
Uniformity of dosage unils 7 Opropiamicr ao30sarmx OAUHALL %
Ambraxol hydiochkide JAM5poscony fispoxnopun AVS 15 8.1 ‘
Acelyicysieine f Augang pcrein AVS 15 5.2 ) : g
Relaled substances 7 CynyTsi gomitws § o
Ambroxol hydroshioride / AvBpoxcony riapoxnopua 5
Ay indidal mpurty By peiyansazomiua | Notmore 0.5% ! He Binaare 057 0.01 % P
Tolatimpunbes / 3aramss-a kinuicn. aoviwok Not more 1.0%/ He Ginbuie 1.0% 2 _ o N 0.02 % % :
'RESPIX®, fllm costed tables Ne20 batch Ne EAAZ30088 1 A N AR B 1offs2 é |
;
o

Office : GV Chambers, 7.2-C8 & C8/2, |.E.,, Sanathnagar, Hyderabad - 500 018, Telangana, '-:'-' R Mbi) gunsty e Ll
Factory : Plot No: -8, §-9 $-13/P & 5-14/p TSIC, Pharma SEZ, Graen Industrial Park, Polepally (v), Jadc"h’ﬁf Mahabubnagar, IN- 509 301, Telangana, India,
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Evertogen Evertogen Life Sciences Limited =~

PECTIMKC®, rabinerxu, akpeti nfo Ne20 | cepls Ne EAA2300804 |
Acetylcysteine / AyeTwmpcrein
N.N-diacetyloysing / N, N'gasemsnamcos | Notmore 0.5%/ He Ginsie 0.5% 0.08 %
Any obies hdhidualimpury % / He Ginbue 0.2% 0.03 % | R
By b1a iy : Not more 0.2% f e binblre 0.2% | | b | : : g .
Total mpurties / Jaransansicib soMio Notmore 2.0% / He Ginswe 2.0% 0.12%
Assay .’Hina:ncﬂe Bi3HAYRHHS
e + From 28.5 mg to 31.5 mghtabl. (95% - 105% of the label claim) mg ftab.
Ambroxol yarachioride / Autipoxcony rigpoxnapg |- o7 2851 A0 31.5 wilrabin. (35% — 105% sia 3amsnenc tinusocr) 290 rtragn,
- From 190.0 mg to 210.0 mgftabl. (35% — 105% of the [abel claim) mg /tab.
| Acetyleysieing [ Auetunyycrel Bia 190.0 ur 20 210.0 werasin. 95% ~ 105% i sasBrerol imawoct) 34 han
Microbiological purity / MikpoGionoriuna wictora
Total astobic microbial count (TAMC) / 3aranuHe neno AepobHux Mikpooprariomig (T AMC)
Net more 10° CFU/ / He Bineure 107 KYO/ ¢ <10 CFUfg (KyO#)
Total combine yeastsimoulds count (TYMC}/ 3aranure 4ucno apinpxosmx T nalckseux pubis {TYMC)
Not more 102 CFU/g / He Sinbiwe 10° KYOf 1 <10 CFURg (KYOm)
Escherichia coli Should be absent per 1 g / He AGRYCKEETHO HARBHICTL 8 1 f npenapary Absent (BincyTii)
CONCLUSION { BUCHOBOK
The tesls are performed in accordance with MQC of the manufaclurer that approved by MoH of Ukraine,
In the opinion of the undersigned the sample refermed to above is of signdard quality is defined in the MQC.
| hereby certify thal the above informafion is aulhenlic and aceurate. This baleh of product has been manufaciured, including packagingAabeling and quality contio! at the above-
-mentioned site in fulf compliance with the GMP requirements of the Jocat Reguiatory Authority and with the Specification available in regisiration dossier The batch processing,
‘Packaging and analysis records were reviewed - found o be in compliance with GMP.
Bunpobysans nposeeni aianosigro o MKST aMpoGHIKa, 1O 3aTBERAXEHI HaxasoM MO3 Yxpainu.
JIHO BUCHOTKY HIBKYITIANVCAHOTD, BULLIEBKA3AHIGY IDAIGK MAE CTAHABPTH! AOKAZHHUKM RROCTI, nepeabaqeni MXH
Lium A 3aceinvyio, wo HABEAEHA BUlE IMthopmatis € AQCTOBIPHOIC T TourDW. Lo cepiio Npegywil 6yne eupobiicko {Bkeuaicuw faxysanHA/Maprysansn) 14 KOHTPONG T AKOCH Ha
Brlue3a3Haqext BupoGHW finsHuy NGBOREHO ¥ NOBHIA BIANOBINHOCTI 3 BMMOram GMP, acTanosnekwiau MIGHEBUM PerynaropHIAM OpraHoM, 3 Tarox BignoeigHe Ao chedjuchixayy,
WO MICTHTLECA B PEECTPALITHOMY nOCkE. Mporoxonu BUPODHHLTSA, RakyeanHa Ta ananiip Bynu napernsnyri - BCTaHOBNCHO BianosigHicTs GMP,
Person, authurizfng the balch release{Ocoba, aignuaiaanhnaga'a BHnYCK cepil
G. Srinivasa Rao Manager QA ” 19-10-2023 __
Name ! (iplassue Position / fiocaga Signalure / Manks Dale of signakwe 7 fara nmcam ;o
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www.evertogen.com, CIN No, U24232TG2013PLC085349
Jadcherla (M), Mahabubnragar, IN - 509 301, Telangana, India.

Office : GV Chambers, 7-2-C3 & C8/2, \.E., Sanathnagar, Hyderabad - 500 018, Telangana, india.
Factory : Plot No; 5-8,5-9 ,5-13/P & 5-14/P T3IiC, Pharma »EZ, Green industrial Park, Polepally {V),




