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Evertogen Life Sciences Limited

Evertogen

PECIHKC J1®, Tafneta M2 capla Bz EAL24006E1
-CERTIFICATE OF ANALYSIS

CEPTMOIKAT AAnIzy 18 + #1CP24100172

Product name / Hassa npopywii: | RESPIXL® ! PEGMMKC NI®

tablets / TaBnems

B0 mg (Mr) /5 mg (M1} : ]
10 tableks In blister; 2 blisters in & pack f no 10 wtnetoxy Gricrepi; no 2 GnictepH ¥ nawyl I

Phamnaceufical fom / Itixapm';xa qﬁpua: ’

Birength/potency  Cuna Alifaimaricns:

Type and size of packaging / Bug [ pmﬁlpynaxpml

1 tablet contzin: ambroxal hydrochleride €0 mg; Loratading 5 mg.

Active substances [ pgqosmm: |1 Tabnema mlcrum: auGpokcony rigpoxnopuay 60 Mr; hopatagusy 5 M.

Manufacturer/ éﬂpoﬁﬂuu: Evertogen Life Sclences LimHed | Eseproen Naiith Cachopa Nimiten |
. | PlotNo: 88, 59, S-13/P & S-14/P TSIIC, Phamma SEZ, Green Industrial Park, Polepally (V), Jadchera (M),
Address / Anpeca: Mahabubnagar, Telangana, [N~ 508 301, India

INnor Ne Ee-8, Ec-8, Ec-13i va Ec-14/Mt T Ec Aft Al Cl, dapma Ec | Ser, Tpix Ingactpian Napy, Monenannl {Bi),
©avepna (Eu), MaxabyGHarap, Tenakrana, IH-509 301, Ixala

UASB503/01/01
19MNARI2014IFIG

Registration ceatificate / Pecctpaufitie nocatiueHHR: I Valid upto / Jificre ao: I Unlimited term f eeoGresenvi

License No. / Nliyeqsta Na:

EAL2008B1 |
03/2024 |

Balith Ne / Cepla Ne; Ba'th siza / Poamip cepil: | 20000 packs/ynax.

Dale of manufacture/ flata svpoSHmyTea:; Explry date /Tepmin npupathocti: I 032027

Test
HaliMeHyaaHHA nOKaIHKxa

Acceplable criteria {at release)
Kpurepll npuiHaHocT (Ha Bumycy)

Result
Peaynurar

Description /Onite

Off while, rotnd, flat, scored on one side uncoaled tableles
Nrockl, kpyrnl TaGRetsd, Maibxe Glnero konkopy, 2 pUekoI K3 oaKT cTopoHi, Gea
oGosoHM.

Comples (Binoeizac)

Identificalion / inernicikauin

Ambroxel ydhochlodde / AxBporcony igpaxnopin,

The relention me of the principal peak of ambroxol hydrochlaride in the chromatogram
of the test and standard solutions abtained during the test "Assay* should be the same.
Yacu yTpumysank nikis anGpaksony MAPOXNOPMAY HA XPOMATOTPaMAX
BUNPOGOBYBANOTO | CTAHRAPTHOTO POIHUHB, OTRMMAH:L Nl UAC NPOBEAEHHA TecTY
elinsiche BranaveHimD, NOBKHH CriBAagaTA.

Cormphios (Bianoeinee)

T

Loratadine / llopatazuy

The retention ime of the principal peaks of laratadine In the chromatogram of the test
and standarg soluticns obtained during the fest "Assay” should be the same

YHac yTpiiyBaHHs ik ToparaguHy Ha XpomaTolpanax eunpoGosysanoro i
CTAHIAPTHOID PO3kHiE, OTPUMAHKX NI3 4AC NPCREASHHA TecTy <Kinekicke
BYIHAYEHHRD, Nokkky] crilanagat,

Cormples (Biaroeinge)

Average weight / Cepegnn maca

180.0 mg {ur) +7.5%

178.58 mg (mr)

Unifermity of weight f OguopluicTs macu

No mora Bran 2 tzblets of 20 may have a deviation front (he average weight of mora than
*7.5% and no one tablet should not have deviations of mote than 15%.

He Blnswe nik 2 TabneTin i3 20 MoXyTL MaTH BigxusiedHA BlA cepeassol Mack Ginswe
Hix =7.5% Ta #onHa TabireTka He NoBHHA MATH BlaxHneHHA Binkre Hik +15%.

223
357 %

Friabllity  CrvparicTs

Mot more 1.0%f He Ginewe 1.0%

.03 %

Disinlegration / Poanasaxxn Wot more 15 minules / He Blnbleg 15 XeuniH. 8 min. (xa.} 13 sec (cex)
Dissolution { Posynern . . . :
No less 75% (Q) within 45 minules of the declared quantity specified in the section
. “Compuositien”
Ambexct ydrochloride/ AnGporeary rizpoxnopan He menwe 75 % (Q) nporarem 45 xb. eiy 3aneneHal dnskocT saanaveHol B poagini 106%
aCrnagn.
Na less 75% (Q) withln 45 minules of the dectared quantity specified in the section
; "Composition® )
Loratzdine / Floparanis He meHwe 75 % (Q) npotarom 45 xp, BiA 3aABNEHOT HiNbKOET] 3a3Ha4EHOT B POAIR] 104%
«Crnagn,
Unifomity of dosage unils / OaHopinHicTs A00BAHUX OAMHKLE
Ambroxol ydrochlodide/ AmBooscony tispaunopun AV=15.0% 574
Loratadine { oparagus " | AVs15.0% 3T
Related substances { Cyrymi gomiury
ﬁESPlX L@, fablets Ne2D ) balch Nz EAL 2400681 1oll32

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOB5349

Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M}, Mahabubnagar, IN - 509 301, Telangana, India.
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AR




) Evertogen

Evertogen Life Sciences Limited

PECIHKC N®, Tabnemis 20 ) cepls Ne EAL2400581

Ambroxol hydrochloride / AmBpoxcory rigpoxnopua;
ndvidutimpunly /eypelnyanc gomoen.  Notimore 0.5%/ He Binstue 6.5% ' 0.00%
{oalimpuriies faaransQ KnuitTs BOMIK Not more 1.0%/ He Glnbwe 1.0% 0.00%
Loratadine f Nopavagux:
impurity H/ sowbua H ] Not more 0.1%/ He 6inswa 0.1% Not defected (He onraneno)
indidval impurity /iHaveizyansd foiue Mot more 0.2%/ He Ginsiue 0.2% 0.00 %
totalimpunites f saransHARnLHCTE JoRBR Not more 0.5% / He Sinswe 0.5% . 0.00 %
Assay [ Kinbiiche snasayeHHs : - '

. 1 97.0~63.0 mgftabl, (95% — 105% of the Iabel claim}" . mg /tah.
Amivoxclytioctionie/ AuPOy HPOUONR | 57 53,0 wfratin. (35%— 105% al sasBenol Kinsioc) 808 s,

. 4.75 - §.25 mgftabl, {95% - 105% of the label claim) mg ftab.
Loratadine / Paparai 4.75 — 5.25 urfrabin, (35% —105% ol 3anpnenol Knsxocr) 51 wrhvatin.
Microbiologlcal purity / Mikpofionorima wictota
a) Total aerohic microbial count {TAMC)/ Barankse wwicno aepex Mispoopranissis (T AMC)

| Not more 10° GFU/g / He Ginswe 10° KYOf r <10 CFUfg (KYO/r)
G ) Tofal comblne yeasts/moulds count (TYMC) / 3aransHe 4HCID AINIROSIE T4 ANICHARIX rpubia (TYMC)
Not more 102 CFU/g / Ha Ginbwa 102 KYO/ r <10 CFUfg (KYOir)
B) Escherichia coli Should be absentper 1 g/ He fonycracTueA HanBitib & 1 rnpenapaty Absent (Bincy)
CONCLUSION 7 BCHOBOX
The lesls are performed In accordance wilh MQC of the manufactyrer that approved by MoH of Ukraine.
In he opintan of the underslgned tha sample referred Lo above Is of stendard quality is dsfined in the MGIC,
| hereby certfy that the abave Information is*authentic and accurale. This baich of product has been manufaclured, including packagingfaneling and quaity contial at the above-
mentoned shle In full complianca with he GMP requirements of the focal Regutatory Aulhority and with Lhe specificaion avallable In registration dossler. The balch processing,
packaging and analysls reconds weve reviewed - found to ba In compliance wilh GMP,
BunpoSypakmA nposegex Blgnoniako Ao MKA snpabiinra, 1o saTpepxexl itaxasois MO3 Yxpaies,
3rigo BucHoBKY HIRIMANANKCAHOID, BHILBBRAIZHN 3PAICK MIE CTAHAAPTH! NOKSIHKK AKOGT], nepenfiauexi MKR,
Llh 7L 35C8MY10, WO HABE/SHB BHILS HMOpMBLIR € JIDGTOEIPHOK T8 TOHHOID, o ceplio nponykuli Gyna B1poBngHO (KMOUAIHI NaxyBaHHA/MAPKYEANHA) Ya KOHTPONL 1T AXOGT Ha
ailjarazkauenil BupoGaii Ainksiul nposeaero y noaHi slanoslaHocT] 3 BrmoraM GIMP, BCTaHOBNEHWMHE MICYBBIM PEryNATODHUM CPrakoM, a Takox ElanosiiHo Ao enewyhlkaul,
WO MIcTWTECA B PeEcTREUIRKOMY £0cke. TTPOTOHONA BIPOSHHLYES, RAKYBAHES 12 aHanizln Gynk nNepecnsryt - BeTaHoRNeHo elgnosivicTs CMP.

| Pergon, authorizing the batch release/OtoBa, slanosinantsa 2a BUNYLCK cepil ]
I G. Srinivasa Rap | l Manager QA I L ‘(/,i/ —| | 08-04-2024
Hame / Nphenwe ) Pasition f Nocana Signature / Nipngc Date of sighature / Oara

RESPIX L®, tablets Ne20 batch N2 EAL24006B1 Z2ofla2

Office : GV Chambers, 7-2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U24232TGE2013PLCOBS349
Factory ; Plot No: §-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




