TEPKITIKCITY KBA
JEPKABHA CIYKBA 3 JIIKAPCBKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KEBI

ByI. bepeanskisebka, 29, Kuis, 02098, ten./daxc: (044) 550-20-55, ten. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Koz EAPIIOY 37079055

BHCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JiKapchKkoro 3acoby
29.10.2019 Ne 71675/19/2611
PECIIHKC JI®

(nalMeryBarHs Akapcskoro 3acofy 3riAHG 3 PecCIPALHEIM TIOCRITIEHHM)
Tabserku 1o 10 rabreTox y 6aicrepi; no 1 6xicrepn y maumi

(bopma sumycxy, Ko3yBarus, BU IRKYBAHHS TKAPCHKOTO 3ac06y)
Homep peectpaniiiroro nocsixaenns UA/15503/01/01 crpox xii peecrpanisinoro nocsimaenas 10.11.2021
Cepis nixapesxoro zaco0y Ne EAL19001A1 Kimkicrs BeeseHoro nixapeyrxoro sacoby 33792

Brapo6uax Erepromxesn Jlaiid Caencus Jlimiten, Iais

{(naiimeHyBanm BMPOOHMKa NiKapeexoro 3aco0y, Kpaina MOXONKEHES)

Bzeserno B Yipainy ToBapucrso 3 ofmexenor sinnosigaasuicrio "OPTAHOCIH JITH",
izenr, xox: 24377666

(ualimenysanis Ta kox 3a CIPTIOY ropmmwanot ocodu a6o npizeuIe, iM'a, 1o Garekori (izrunoi
0co0H - BADpHenIL, If MiCLIE TPOXKHBAHHA Ta peecTpaniiinuii BoMep o6NikoBoT KAPTKHE MIATHRKA
nopatkis abo cepin T2 HoMep nacnopra)

Iporokon BizyansHoro keHTpome six 29.10.2019 Ne 5377/1.

3a pesymbTaTaMH JEPKABHOTO KOHTPONK BCTAHORNEHO,

moe HIK&;)GBKHH 3acib Bses_
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Evertogen Life Sciences Limited

CERTIFICATE OF ANALYSIS
CEPTHQRIKAT AKOCTI

Certificate No.:

Coprniiscar Jaz 21CP19000133
Product name: RESPIX L®
Haisa npoaykuii: PECITHKC JI®
Pharmaceutical form: tablets
Jikapceka dopma: TAbneTkr
Strength/potency: 60 mg /5 mg
Cusia nil/axRTHBRICTS: 60 mr /5 sr

Type and size of packaging:
Buz i poamip ynakosiu:

Me10: 10 tablets in blister; [ blister in a pack
Nel0: no 10 Tabnerox y Gnicrepi; no | Gaicrepy y mavui

Active substances: | tablet contain: ambroxol hydrochloride 60 mg; Loratadine 5 mg.
Jiwui pesosunm: | TabaeTxa micTuTs: ambpoxcoay rinpoxaepuny 60 Mr; Joparaguny 5 Mr,
Manufacturer: Evertogen Life Sciences Limited
BrpoGHuK: Esepromuei JJalid Caencna Jlimiten
Address: Piot No: 5-8, 3-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M,
Mahabubnagar, Telangana, [N - 509 301, India
Aapeca: [Tnot Ne Ec-8, Ec-9, Ec-13/T1i ta Ec-14/T1i Ti Ec AR At Ci, ®apma Ec I 3er, I'pin Iunacrpian ITapx,
Tlonenanai {Bi), €auepma (Ex), Maxabybnarap, Tenaﬂraﬁa, IH-509 301, Iunis
Registration certificate; Valid upto:
Ptfcrpauiﬁﬁe MOCBiFYeHHE: UA/15503/01/0 JificHe 20: 10.11.2021
Conclusion on confirmation of GMP Certificate No.: dated
Bucropox mono ninrsepamennn cepradixaty HBIT Ne: 0162018/GMP Bia 15032018
s 19/MN/AP/2014/F/G
iueHsia Ne:
Batch N Date of manufacture Expiry date Batch size (packs)
Cepin Ne Jata supoGanurea Tepmin npuaaTHOCTi Po3smip cepil (ynax,)
EAL19001A1 03/2019 02/2022 40 060
Index name Acceptable limits (by MQOC) Result
HalimeHysauHA NoKazHHKa Jonycrami mexi (32 MKHT) PeaynnraTr
Description Off white, round, flat, scored on one side uncoated tabletes | Complies
Onue Inocki, xpyrai TabaeTky, Maiixe 6inoro Konsopy, 3 puckoro | Bimeeinge
Ha oXHifi CTOpOHi, 6z ofoNoHKH.
Identification
Lnearudikauin
a) Ambroxol hydrochloride, The retention time of the principal peak of ambroxol
a) AMGpoKcony riApOXIOpHI hydrochloride in the chromatogram of the test and standard
solutions obtained during the test “Assay” should be the
same. Complies
Yace yTpuMyBaHus nikiB amBpoxcony rigpoxnopuay Ha Binnosinae
XpomaTorpaMax sHIpoGoByBaHOTO { CTAHIAPTHOTO T
PO3YHEIR, OTPHMAHMX [HA HaC MPOBEACHHA TeCTy
«KinbKicHe BH3HAYEHHAY, TOBHHHI cniBNajgaT.
b) Loratadine The retention time of the principal peaks of loratadine in
6) Jlopatanun, the chromatogram of the test and standard solutions obtained
during the test "Assay" should be the same
Hacy yTpHMYBAHHS ITiKIB IOPATAANHY HA XpOMATOTpAMax
BHAPCGOBYRAHOTO | CTAHAAPTHOTO POIYHHIB, OTPHMAHNX
nin qac npopelenya tecty «Kinkkicke RU3HAYCHHAS,
AOBHHHI CHiBNAZATH, -
Average weight 180.0 mg £7.5% 179.56 mg
Cepenns maca 180.0 Mr £7.5% 179.56 Mr
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Evertogen Life Sciences Limited

IporsroM TepMidy npuEaTHeCTI

54.0 - 66.0 Mr/1abdn. (0% — 110% Bin 3asenenoi kinnxocti

Uniformity of weight No more than 2 tablets of 20 may have a deviation from the
Oaropinuicts macu average weight of more than £7.5% and no one tablet should
not have deviations of more than +15%. S
He 6inpiue Hix 2 Tabnerx iz 20 MOXKYTh MaTH BIAXHIeHHN 223%-+3.13%
BiA cepenHBol Macy Binpime Hixk +£7.5% ra xozaHa Tabnerxa
HE NOBHUHHA MaTH BiAXWteHHA Oinkie Hbk =15 %.
Friability Not more 1.0% 0%
CrupanicTs He Ginsime 1.0% ¢
Disintegration Not more 15 minutes 6.46 min.
PoznaganHe He Ginte 15 xewinn. 6.46 xB.
Pissolution
Poaumnenns
a) Ambroxol hydrochloride, No less 75% (Q) within 45 minutes of the declared quantity
a) AMOPOKCOITY MIPOXIOPHI specified in the section "Composition” o
He menue 75 % (Q) npotaroM 45 XB. Bia 3aiBieHoT 105.35 %
KinekocTi 3a3Hauenoi B posaini «Crnany.
b} Loratadine No less 75% (Q) within 45 minutes of the declared quantity
6) Jloparapun. specified in the section "Composition”
He sMeniue 75 % (Q) npotarom 45 xs. Bin 3asBneuot 103.04 %
KiBKOCTI 3a3HadeHol B po3aini «Craams.
Uniformity of dosage units
OnHopianicTh A030BAANX OMMHHIL
a) Ambroxol hydrochloride,
a) AMOPOKCOITY TipOXAOpHA Aralotn 0
b) Loratadine .
6 Hopatammn. AV=15.0% 83
Related substances
CynyTni aomimiku
Ambroxol hydrochloride:
Aubpoxcony 2idpoxnopud:
- individual impurity Not more 0.5% 0.1%
- Bl TyamsHi aoMinmat He Ginsuse 0.5% )
- total impurities Not more 1.0% 0.2 %
-RaraibHa KUEKicTs JoMIImoK He Gusine 1.0% -
Loratadine:
Jlopamadun:
- impurity H Not more 0.1% 0.0 %
- nomitmka H He Ginsine 0.1% )
- mdividual impurity Not more 0.2% 0.1%
~ MBIy s BOMILITKH He 6inbuie 0.2% '
- total impurities Not more 0.5% 0.3 %
- JrATbHA KITHKICTS AOMILLIOK He 6insie .5% o
Assay
KinokicHe BH3HRYenns
a} Ambroxel hydrochloride j
a} AmOpoKcoay rimpoxaopsi T ‘
Atrelease 57.0 - 63.0 mg/tabl. (95% ~ 105% of the label claim) AR
Ha sumyck 57.0 - 63.0 mc/1abx. (95% ~ 105% 8in 3agsiesol kinpkecTi) | 61.28 mg /i
Shelf life 54.0 - 66.0 mg/tabl. (90% — 110% of the label claim) 61.28 mr/za
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Evertogen Life Sciences Limited

b} Loratadine
6) lopaTaauu
Atrelease 4,75 - 5.25 mg/tabl. (95% ~ 105% of the label claim)
Ha MOMEHT BHITYCKY 4.75 — 5.25 mr/tabn. (95% ~ 105% Bin 3aBneHOI kinbkocTi) | § mg /tab.
Shelf life 4.5 - 5.5 mg/tabl. (90% — 110% of the label claim) 5 Mrirabn.
B npoueci 36epiradns 4.5 - 5.5 mriTatn. (90% — 1 10% ein sasenenol KigpkocTi)
Microbiological purity
Mikpo6icaoriuna yucrora
a) Total aerobic microbial count | Not more 10° CFU/g < 10 CFU/g
{(TAMC)
a) Jaraisue YKCAO aepoBHHX He 6insme 16*° KYO/ T <10 KYOQir
mikpoopratizmis {TAMC)
b} Total combine yeasts/moulds Not more 10° CFU/g < 10 CFU/g
count (TYMC)
) 3aranbhe uncno apixaxosux | He Ginsme 10° KYO/ T < 10 KYO/ir
12 mTicHABMX Tpubis (TYMC)
s s ’ Should be absent per | g Absent
8) Escherichia coli ; : 5
He ponyckacThes HasBHICTS B | I npenapary Bincyrthi
CONCLUSION
BHCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quaslity is defined in the MQC.,

T herehy certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above-mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specification available in registration dossier. The batch processing, packaging and analysls
records were reviewed - found to be in compliance with GMP. ]

BunpoGysaunn nposenedi sinnosiano a0 MKA supobnnka zaTeepaxenet MO3 Yrpaiuu.

3rixno BHCHOBKY HHKYENIANKCAHOrD, BRIMEBKA3BHAN 3PA3OK MAE CTAHALPTHI MOKAIHHKM NKOCTI, mepeabaveni MKA.

Ium n 3aceiauywno, Wo HabeneHa BHmie iHGopMauin € aocrosipeoio Ta Tounow. Liw cepito npoaykuil Gyzo BupobaeHo
{BKANONAOMH NAKYBAHHE/MAPKYBIHHA) T8 KOHTPOL T WKOCTi Ha BUUIe3a3HaveNil Bupobumyilk AlLHMLI nmposeneHo ¥y TOBHIY |
pianoBianocti 3 BuMoramM GMP, BCTAHOBIEHHME MICUEBHM DEry/ISTUPHHM OPraHOM, A TAKOX BiIMoBinHO No cneundixanil, uio
MicTHTLER B peecTpauifinomy aocke. IlpoTokoan BmpobmuuTea, makyBamwa Ta aHanizie Oynn nepernsHyTi - BCTRHOBAEHO

signosiguicts GMP. _
Name
l'lpl':ml:uu Q_ . CLO\V\ o-ﬁ g&&:& {ex

Position of person authorizing the batch release
TNocana acofH, Aka BHAARA NO3BLT HA BHNYCK cepil 6~ A e “&% "

Signatare of person authorizing the batch release
[Tianuc ocofin, AKa BAANA FO3BLT HE BENYyEK cepil

Date of signature
Jara nianHcanan
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Office : GV Chambers, 7-2-C8 & C8/2, LLE., Sanathnagay, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U242327G2013PLCO85349
Factory : Plot No: 5-8, 5-8, 5-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, india.
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