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Evertogen Life Sciences Limited

LETNO® NMOC rabraTey, sxpwri nfo Ne 30 cepla ke ELX24002CT
CERTIFICATE OF ANALYSIS
CEPTMGIKAT AHAmizy M 21CP24100303
Product name / Hasea nponykuii: l CETLO® PLUS / LETNO® ANIGE J
Pharmaseuticaf form / Mikapesxa Popwma; ﬁm-noated lablets / vaGnemw, Bipuri nniskoscic obionomiol i
Strength/potency / Chna gilfakTHaticTs: I_T.S g {w} 1 5 mg (ur) _j

Type and size of packaging / Bug i po3mip yna_mwuﬁ tablets In blister; 3 blisters in 2 cardhoard pack / no 10 vabneTok

Active substances / Jiewi peuosm

Manufacturer / BuptBam

Address / Agpeca:

Registration certificate / Pecerpayiine nocaigier s

License No. / Miyerrals Ne

Batch Ne / Cepin Mo

Date of manufacture { fata BHpOSHHTRA:

y Brtctepl; no 3 Gnicrepu y HAPTOHHIA nauyi.

|
i

}

1film-coated tablet centain: Dextromethorphan Hydrobromide 7.5 mg; Levocetirizine Dibydrochloride 5 mg
1 vafineTka, BkpuTa 0o MicTTE: Nexcpometopdary rigpobpominy 7.5 mr; TNesoyemvpuanny aur_igpq)gsgpw.uy Jwr

. E:ertogen Life Sclences Limited / Erepropprey Mang CaeHous Mulvep

Plot No: $-8, 5-9, 5-13/P & 514/ TSIIC, Phama SEZ, Green Industrial Park, Polepally (v}, Jadsherla {v),
Mahabubnagar, Telangana, IN - 508 301, India

Irot Ne Ec-8, Ec-9, Ee-13/7i ta Ec-14/77 Ti B¢ Au Ak Ci, dap
Ensepna (Em), Maxabytivarap, Tenanrara, IH-503 301, IHnin

| uastseaaionat ] Valid upto / e no: | Unlimited term ! keosmenemm
! | 1OMNIAP20141FIG

4@ Ec | 3er, Fpi lygacTpian Mapk, Monenannl {Bi),

Test
HajiiMeHyBanHR noxasHika

: ELX24002C1 l Batth size / Poamip cepi: ! 20000 packs/yriax,
I 0512024 | Explty date JTepuin npgamoo: | osizoz7
) Acceptable criteria (at batch realize) Result
Kputepl npuitiatHocT ( Ha BUTYGK} Pegynbtar

Description / Ong

White, round, biconvex, fim-coated tablets.

Kpyrri asoonyxni TaBineTke, BpuTi nnlakosoi 06onoMKor incro KOMLOpY Comples {Bigniosinac)

Mentifcation / lnenmucbivalyin

Levocelirizing Dihydrochloride
Nesoyempianmy Aurigpoxnopan

The retention tme of the major peaks of Levocetirizine Bihydrochleride in the |
chromatogram of sample solution correspond to those in the chromatogram of standard
solution In the assay

Yac ymumyaarks nika TEBCLETYDHSHHY  AMNAPOXIopBAY wa XpOMATOrpamax
$TaHAGDTHOR Ta BHOPGGORYBAHOID po3IMHE Mae Bignosigam

Complies (Bignoaiaae)

i
1

J

!
Daxtrometharghan Hydrobromide
Jexcmpomeropdrany rigpatipomin

The retention time of e majos peaks of Dextromethorphan Hydrobreride in the
chramatogram of sample scltian correspord to fose n the chromatogram of standard
sclution in the assay,

Hac ympumysaHia nika Aekctpometapdany  fppofipeMiay wa XpoMaTorpanax
STAHASPTHOID T4 BUNRCOOBYBAHOM DOMUHE Mac Blgnosiaam

Complies (Bianoaizae)

' Average weight/ Cepeasn maca

103 mg {mr) = 7.5%

Levocetirizine Dihydrochioride
lesoueTpianHy AMrapoxioprg

Uniformity of dosage units / OaHopigHicTs Aoloramx OlIMHALY

103.94  mg(wr) J

59%

AV=150%

Dextrometherphan Hydrobromide
Hekepometopdiany rigpotpomig

AVZ15.0% 136 %

Disintegration / Posnananus

51 min. (6.} 19 sec (cex)

Dissclutien / Posuikens

NMT 30 minutes / He GinbLue 36 xauaus

Levecetinizine Dihydrochioride
AesoueTipivny Avdinpoxnopua

Dextromethorphan Hydrobrornidé—
HexcTponetopdany rigpeBpomig

NLT 75 % {Q) in 45 minutes of the declared quaniity
He merwe 75 % (Q) 38 45 xpunim Big 3aRBREHOT KinkkocT!

NLT 75 % ('djm ;éwminutes Bfrtf']e declared quanﬁi}_ T
He mexwe 75 % {Q) 2a 45 xeanmH Big 3898 RRHOT KinbogT

91 %

N%

Relaled substances / Cynposigi pomiizis

Levatetirizine Dihydrochloride / Nesotievpnanny Adriapoxnopupy

Any single impurity
Okpend HelngkTudikomani nomiwim

NMT0.5% / He Blnsiwe 1w 0.5 %

Total inpurities
Cyma nomiLiok

NMT1.5% / He Ginee vin 1.5 %

LEJexlromemorphan Hydrobromide / Aevcpomerapdany rapotponin

CETLO® PLUS, Rim-coated tablets hei0

batch Ne EL X24002¢1

Office : GV Chambers, 7-2-C8 & C8/2, LE,, Sanathnag
Factory : Plot No: 5-8, 5-9, S-13/P & $-14/P TSIIC, Pharm

e
langana, India. www.everlogen.com, CIN No. U24233TG2013PLCO85340
, Polepally V), ladcherla {M}, Mahabubnagar, IN - 509 301, Telangana, India,

ﬁ .M_)’M'K
19 09 Ly H#

ai, Hyderabad - 500 018, Te
a SEZ, Green Industriaf Park




Evertogen

Evertogen Life Sciences Limited

HETNG® MNIOC Tatners, BHpuTl nfo Ne 30 ’ cepin Ne ELX24002C1
Anysingletmpury NMT 1.0% / He Binsuwe ix 1.0 % [ 0.01%
Onpeni HeiaeHTdikoaK AoMiwm
Tots! impurifies NMT 2.8% / He Ginbwe vix 2.0 % { 0.01%
Cyma oMok
Residval solvents / 3anuiosi POSMUHHHIN e
Isoprapy! alcohol / lsomponinosui CrupT NMT 5080 ppm {He 6inbiwe 5000 wm o o ! W_‘Ei pom
Dichloromethane / duxropmerak NMT 600 ppri / He Ginbiue 600 ppm 2 ppm o
Assay (At batch release) / KinbiicHe ruaraueHHs {Ha aunyex cepin) .
Levocetinzine Ditydrochlorige 4.75 - 5.25 mg/tabi. (95-105% of the dectared quantity) 4.9 mg ()
Tleaoue MpHanKy Akrigpoxnopug 4.75 - 5.26 mr/1abin, {95-105% BiA 3aAENEHAT KinokocTi) '

Dextromethorphan Hydrobromide 7.125—7.875 mghtab!. (95-105% of fhe declared quantity) l 7.8 mg (w)
Fexcrpomeropchany rignoBbpomin A - 7.875 mriain, _ggj-1 05% Big aaneneqol i(jﬂhlf?Oﬁ) )

Mierobiological test / MixpoSionoriuna uucrota

. I ey
&} Total aerobic microbial count (TAMC) ! 3aransHe kinbkicTs MUTTEIAATHIX ABPOGHUX Mipooprariamia {TAMC)

| NMT 102 GFUIG / He Binowe 10 kyorr <10 CFU (kvOm)_

6} Totaf combined yeasts/mould count (TYMC) / 3arankke uneng Apdwapkosk | nnicHABMX rputia (TYMC)

NMT 102 CFU/g / He Simowe 102 kv0s l <10 CFUlg (Kyom)
8} Escherfchia cofi ) Sheuld be absentin 19 /He ACTYGHAETECA HAABHICTL B 1 1 npefiaparty Absent (Bigeyi)
CONCLUSION / BUCHOBOK

The tests are performed in accordance with MQGC of the manufacturer that approved by MoH of Ukralne.

In the opinion of the undersigned the sampie referred o above is of stendard quality is defined in ihe MQC.

! hereby cerify that the above information Is authentic and accurale, This bafch of product has been manufaciured, including packaging/labeling and quality control at the zbove-
mentioned site in full compliance with the GiP tequirements of the local Regutatory Authority and with the specification avaiiable In registration dossier Production, packaging and
aralysis prolocols were feviewed ang GMP compfiancs was confimed.

Bunpobysanng nposesen aignosinHo go MKR BUpOBHMKa, wip 3amep,m«eui_ Hawkasom MOSJ Yrpaing,

Unu A aacsiiyio, o HABE/EHa BuLLe iHtopMaLia & AOCTYORIDHOK Ta TouHOI. Lo cepho npodywyli Gyno BHPOGNeHy, BKHGHaKYY MAKYBBHHR/MADKYBSHHR T8 KOHTPOML IT AKOGT] Ha
BHIL2Ia3HAEHI BUPOGHIIG RinbHKL| NPOBBLEHO Y NoBHi BIANOBIHOCTI 3 BMOTaN GMP, BCTaHoBreHuMm Miciesum PEIYNATOPHIM OPraHam, a ram ElrosigRo fo CrELHIpiKELT,
O MICTHTLCA B PeecTpaliiHomy focse. Mpotoxoan BAPOGHALTBA, N2KyaaHHA Ta aHaniis Byt nepernsnyTi - BCTaKoaNeHo sigroslric, GMP,

[

Person, authorizing the Batch release | O¢oBa, sinnobinanswaa 2a BUTYCK Copli
...... S e e B, AR TRIRASE | D400, Bl T O DhyeRGepl

L G. Srinivasa Rap 7 Manager QA ‘l @it—" E -04~06—2€};1“

Name 7 Npiaswye Pasilio 7 flocsna Signature [ Migrwe Dale of slgnalure 7 fJzra NiArMCaHHs

@“ Biency

CETLOD PLUS, film-coated tablets N30 batch Ne ELX24002C1 2off32

Office : GV Chambers, 7-2-C8 & C8/2, 1E, Sanathnagar, Hyderabad - 500 018, Talangana, India, www.evertogen.com, CIN No, U24233TG2013PLCORS 340
Factory : Plot Na: 5-8, 3-8, 5-13/P & S-14/p TSIIC, Pharma $EZ, Green Industriaf Park, Palepaliy (v}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, india.




