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JNEPYKABHA CJIVIKBA 3 JIKAPCHKIX 3ACOBIB
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BHCHOBOK
Ipo sSIKicTh BBe3eHOro B Ykpainy Jikapebkoro 3acoly

24.12.2026 Ne 72561/20/26

PECHUKC JI®

(HaifMeRyBRHES TKAPCHKOro 3aco0y 3rifHo 3 peccTpanifnum NOCBIeHHIM)
Tabaerxa no 10 Tabaerox y 6aicTepi; no 2 Gaicrepy y nagmi

{opMma BUTTYCKY, ZO3YBAHIS, BAJ IAKYRAHHS NHKAPCHKOro 3acofy)
Homep peectpanimoro nocsimuernst UA/15503/01/01 crpox aif peecrpanisnoro noceinzemus 10.11.2021
Cepia sixaperkoro sacoby Ne EAL20004B1 KinexicTs BBE3eHOTO MiKapeskoro sacoby 10128

Bupobuux Esepromxen Jlaitd Caencns Jlimiren, Tunia

(HziIMEHYBAHHS BUDOOHHKA AiKapChKOTO 3ac00y, Kpalta NOXOIDKERHS)

Breseno B Vkpainy Tosapucrpo 3 odmexenow singosizamsricro "OPIAHOCIH JITIY,
inenT. xox; 24377666

(aiiveryBasss Ta koa 32 €IPTIOY opummaHoi ocobiu abo npissume, iM's, 110 GATEXOBI dizyapol
0COBH ~ FiaTpHeML, T Micue NpOKUBAMHA T2 peccTpatiituil HoMep oGNIKOROT K2PTKH NNATHEK
riomatkis abio cepis Ta HOMEp NacHopTa)

IipoTokon Bisyanssoro xomrposmo bix 04.12.2020 X 3816/8.
JlaGoparopruii ananis skocti ikapeskoro sacofy 3/HcHerM:

JlepaBRa HAYKOBO-A0CiAHA 1aBOPATOPIf 3 KOHTPOIIO SKOCTI JKAPCEKHX zacobiB Jleprasnoi
yeraposs "THCTUTYT rpoMaichKoro 30pos's iv. 0.M. Mapseesa HAMH Vxpaign" (M.Kuis,
sy llonyapenka 50)

(naiimenyBanHs 2 MiCUE3HAXODKEHHS 1aGoparopil, mo nposesa JabopaTopuul auallis HKOCTI)

BUCHOBOK IHOJI0 SKOCTI MKAPCHKOTO 3acody, BUIAREH Taboparopicio Bin 21.12.2020 Ne 3005

Pe3ynnTaTH Xaf0paTOPHONO aHATI3Y SKOCTI IiKapceKkoro 3acoly 3a NEPEBipeHMH NOKATHEKAME BixOosizamwTh
BHMOTAM METOZIB KOHTPO/TO AKOCTI (2HANITAIHO-HOPMATHEHOT AOKYMEHTALLT).




PECHUKC JI®, Tabserin Ne20

cepia Ne EAL20004B1
CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHANI3Y
Certificate No. / Ceprudixar Ne: 21CP20100283
Product name; RESPIX L®
Hassa npeaykuii: PECIHKC Ji®

Cuna aii/akTHBHICTE:

Pharmaceuotical form: tablets
Jixapebka dopma: Tabaerku
Strengtii/potency: 60 mg /5 mg

60 mr /5 mr

Type and size of packaging:
By i posMip ynakesicu;

10 tablets in blister; 2 blisters in a pack
0o 10 rabnerok y Onicrepi; no 2 Gnicrepy y nauui

Active substances:
Airwui peuopsnu:

1 tablet contain: ambroxo! hydrochloride 60 mg; Loratadine 5 mp.

1 Tainerka MicTHTh: aMGpokcony rixpoxnopuny 60 mr; noparamuny 5 Mr.

Manufacturer:
Bupoduk:

Evertogen Life Sciences Limited
Epeprogoxen jlatih Caenens Hiviren

Plot No: $-8, §-9, §5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN — 509 301, India

Address:
Anpeca: [Tt Ne Ec-8, Ec-9, Ec-13/1Ti Ta Ec-14/TTi Ti Ec A#t A#i Ci, ®apwma Ec 1 3er, I pin Inacrpian Mapr,
Tlonenanni {Bi), Eauepna (Ev), MaxaGy6uarap, Tenanrana, IH-509 301, lnuis
Reglstrata_(jn certlﬁ(:ate: UA/SS03/01/01 Vfljké upto: 10.11 2021
Peccrpagiitue nocsinuenuss: Hiitene go:
License No. / Jliuensin Ne: 19/MIN/AP/2014/RIG
Batch Me Date of manufacture Expiry date - Batch size {packs)
Cepis Ne Jarta supobunursa Tepumin npuaaTuocTi Poamip cepii (ynak.)
EAL20004B1 10/2020 10/2023 20 000
Index name Acceptable limits (by MQQC) Result
HaiintenyRaHHA ROKAZHHKR Monyerumi mexki (33 MIKH) Pesyabrar
sz Off white, round, flat, scored on one side uncoated tabletes
Description ; ; i - . : -
Osiic ~ [inockd, xpyrui rabnerka, maiixe GiTOro KONLOPY, 3 PHCKOIO Ha Complies / Bipnosizae

oanifi cropoui, 6¢3 ofononkm.

Identification / Inenrudixauin

&) Ambroxol hydrochloride,
a) AMOpOKCONY 1IPOXIOPHY,

The retention time of the principal peak of ambroxo! hydrochloride in
the chromatogram of the test and standard solutions obtained during
the test "Assay" should be the same.

YHacu yrpumysanns nikin aMpokcony riapoxaopuay ua Complies/ Bimnosizae
xpomarorpasmax sunpofosyBasoro i CrauaaprTHOTY Po3uMHIB,
OTpYMAHHX MiL Hac mpodeaeHHs TecTy «KinskicHe susuatesisy,
MOBUHAL CRIBIAAATH.

b} Loratadine
6) JlopaTazauy.

The retention time of the principal peaks of loratadine in the
chromatogram of the test and standard solutions obtained during the
test "Assay” should be the same

Hacy yTpuMmyBaHHs Mikis TopataaHHy HA XPOMATOTPasax
BUNPOBOBYBAHOTO | CTABNAPTHONO POIHHHIB, OTPHMANMX Nig 4ac
nponeenas Tecty «KiapkicHe BU3HAYCHNAY, HOBHHEE] CHIBIAIATH

Average weight
Cepeanst maca

e EH

o

180.0 mg £7.5% \g
180.0 mr+7.5%

Uniformity of weight
CanopigsicTs mac

Fi g

No more than 2 tablets of 20 may have a deviation from the average =" .
weight of more than £7.5% and no one tablet should not have
deviations of more than £15%,

He Ginsiue wbi 2 Tabnerku is 20 Moy Tn MaTy BiAXHACHHA Bin
cepeanpol Mack Ginsue vk £7.5% 1a xoxsa TabNeTra e MOBHHHA .
maty siaxuaenin Ginsle Hix 15 %. =

RESPIX L®, tabiets No20

batch Ne EAL20004B1 A 1 0f3 3

X: 2,

fo ot o pavt- o SoH A1 |

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indiz. www.evertogen ont, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, 59, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla {M), Mahabubnagar, IN - 509 301, Telangana, india.

Evertogen Life Sciences Limited




Evertogen Life Sciences Limited

PECITHKC JI®, TabneTicn Ne20

cepia No KAL2000481

Friability

Not more 1.0%

[Tporsros TepMiny ApHAATHOCTI

54.0 - 66.0 mr/rabn. (90% — 110% Bia 3assnenol kinskocti)

o,
Crupanicts He Ginsuie 1.0% el
Disintegration Not more 135 minutes min.
A " 6.63
Posnapanen He Ginewe 15 xsummn XB.
Dissolution / Posunrennsn
No less 75% (Q) within 45 minutes of the declared quantity specified
a) Ambroxo! hydrochleride, in the section "Composition® 107.08 %
2) AMGpoKcony HAPOXAOPHA He menme 75 % (Q) nporsrom 45 xa. BiA 3a9BNCHOT KiNbKoCT : ®
3azatenol 8 posaim «Crragy.
No less 75% (Q) within 45 minutes of the declared quantity specificd
b) Loratadine in the section "Composition” 101.86 %
6) JTopatazm. He memne 75 % (Q) nporsrom 45 xs, Big sassreso’ kiiskocti ) ?
3a3naycHol B po3dini «Cxaamn.
Uniformity of dosage units / OgsopianicTs 20308aHHX oanuNyL
a) Ambroxol hydpchfonde, AV< 15.0% 6.96
) AMBpPOKCOLY FHApOXIopHIL
b) Loratadine
< 0,
6) JlopaTaauy, AVL15.0% 3.94
Related substances / Cynyvui goimku
Ambroxol hydrochloride / AmGpokcony rigpoxiopua;
- individual impurity Not more 0.5% 0.062 %
~ inmmsiayansai poMirmsu He Ginswe 0.5% . &
- total impurities Not more 1.0% 0.062 %
- 3arant,Ha KiLKICTE AOMittoK He Ginnime 1.0% ; !
Loratadine / Jloparaaun:
- inpurity H Not more 0.1% Not detected
- nomiuika H He Ginbie 0.1% He susinneno
- individual impurity Not more 0.2% CUR
b i o " 0035 %
- THAMBLAYILET HOMILIKH He 6incie 0.2%
- total impuritics Not more 0.5% 0.089 %
- JArAIHHA KINLKICTS AoMILUOK He 6inemwe 0.5% : ¢
Assay / Kinskicue BusHavenus
a) Ambroxol hydrochloride / AMBpokcony rinpoxnopun
Al release 57.0 - 63.0 mg/tabl. (95% — 105% of the Iabel claim)
Ha punyck 57.0 - 63.0 Mr/Tabi. (95% — 105% sin 3assaenol kisskocri) 6172 M /ab.
Shelf life 54.0 - 66.0 mg/tabl. (90% — 110% of the {abel claim) ’ Mr/raba.

&) Loratadine / floparanuu

At release
Ha momenrt sunycky

4.75 - 5.25 mg/tabl. (93% — 105% of the label claim)
4.73 —5.25 mr/tabn. (95% — 105% nia sassaenol kinnkoori)

Shelf life
B npoucci 3Gepiranis

4.5 — 5.5 mg/tabl. (90% — 110% of the label claim)
4.5~ 3.5 mr/raGi, (90% — 110% Bia sasnrenoi kinskocti)

Microbiological purity / Mikpo®iosaoriuua yucrora

a) Total aerobic microhial count
{TAMC)

a) 3aransHe uncno aepobiix
Mixpoopraniamis (TAMC)

Not more 10° CFU/g
He 6inpme 10° KYO/ 1

b) Total combine yeasts/moulds
count (TYMC)

) arambhe SUCAC APIEAKOBEX Ta
nnicuasux rpuGia (TYMC)

Not more 10> CFU/g
He dinsie 10* KYO/ ¢

B) Escherichia coli

Shoutd be absent per [ ¢

RESPIX L®, tablets Ne20

batch Ne EAL20004B1

Office : GV Chambers, 7-2-C8 & €8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India, www.evertogen.com, CIN No. U242321G2013PLC085349

Factory : Plot No: 5-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepzlly (v}, Jadcherla (M), Mahabubnagar, IN - 508 301 Telanganz, Indiz,




Evertogen Life Sciences Limited

PECHHKC JI®, tabneren Ne20 cepin Ne EAL20004B1

I He ponyckaerses HaspHicTh B i F npenapaty

CONCLUSION / BHCHOBOK

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

I the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

1 hereby certify that the above infonmation is authestic and accurate. This batch of product has been manufactured, including packaging/labeling and quality
contro] at the sbove-meationed site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in
registration dossier. The balch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

Bunpodynanz nposeaeui simosimo 1o MICST pupobunxa sameepmrenol MO3 Yrpaikn.

3riZH0 BHCHORKY HHMSENEANMCANON, BHILCEKA3ANM 3pA30K MAC CTAAAPTHI NOKA3HITKI SKoCTi, nepeabauct MK,

Llun 8 3acsizuyo, mo vasegena sune indopamaria € pCToBIpHOIo Ta Toyuoro. 1[I0 cepito nponykuii G6yno sipoGieiio (BKIOYAIONH FAKYBAHKA/MADKYBAUHA)
TA KOHTPOL ii AKOCTI Ha BHwe3MmHadeHill supoduuwiit AincHuuUi npopefeso y nooHif signosianocti 3 sumoram GMP, sorTanopnenmMi sicuesim
PETYNATOPHIM OpIaHoM, a TaKeK Binnosianc Ao cneuudirauli, Wo MicTHIRGR B peecTpauiiinomy mocke. [IpoToxemn bHpolHHUTEE, IAKYBAKLA Ta aHaniis
Gyan neperystyTi - BeTanosACHo sixroerianicts GMP.

Name .
Tpizsume &1 ‘g:‘f hvase fluo
Position of person autherizing the batch release
Tocana ocoBis, nka BIUAANA AO3BIA BA BHOYCK cepil M W s - /}C% z@
Py
Signature of person authorizing the batch release
Hinnuc ocofi, fKa BHAANA J03BIN HA BHOYCK cepil A
Date of signuature )
JaTa nianncaHns 391[!! Ao .
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