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Upo SIKICTH BBE3EHOr0 B YKpainy Jikapesroro 3acofy

09.02.2021 | No 5326/21/2611

PECIIMKC®

{xallmeHyBaH: TiKaposKaro 3ace0y 37iAHO 3 peecTPAI I NOCBITYERNsN)
Ta0JIETKH BKPHTI IIIBKOBOIO 00010HK010, 110 10 Tadierox y Omicrepi, o 2 Gaicrepn v navui

(thopma BHIYCKY, A03YBAHES, BUI NAKYBAHHA NiRAPCRkOTO 22c00y)
L# ]
Howmep peectpaniinoro nocsingenns UA/15549/01/01 crpox nii peectpaniiinoro moceimverns 10.11.2021
Cepln nikapcexoro sacoby Ne EAA20006B1 KinbkicTs BRE3eHOTO Jikapcskoro sacoby 18312

Brpobumuxk Esepromuen Jlalid Cacrens Jlimiten, Injis

{nafimenysarns snpofHHKa JikapesKore 3acoBy, xpaina MOXOTKTHHA)
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ocolu - rianpuesiud, T MicLe npoxusErns Ta peccTpauiani Homep 0fnikoBo] KAPTRY ILIaTHEKE
nozatKis 200 cepis Ta HOMED IACHOpPTE)

ITporokon sizyansHoro xorrpomo sin 05.02.2021 M 397/2.
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PECHHKC®
(HaliMenyBara Aikapebiore sacofy 3riam0 3 peecrpaniimm HOCBII[‘IBhHKM}
TabAeTKE BRPUTI IIIBKOBOX0 0600HK0I0, 110 10 TadaeToxk y Oaicrepi, mo 2 ﬁmcrepﬁ ¥ mavni

(opma sHmyCKY, A03YBAHHA, BH NAKYBAHES NIKADCLEOTO 3acc96y)
; x

Homep peectpauiiinore nocsinvenus UA/15549/01/01 crpox nit peectpaniiinoro mocsiruenng 10 11.2021

Cepin nikapcrkoro 3aco6y No EAA20007B1 Kinsxicts.presenoro mixapeskoro sacoby 18312
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Evertogen Life Sciences Limited

PECITUKC®, ratnersn, skpyri n/o Ne20

cepis Ne EAA2000611
CERTIFICATE OF ANALYSIS

CEPTHMIKAT AHATIZY
Certificate No. / Cepradixar Ne: 21CP20100330
FProduct name: RESPIR®E
Haspa npoayruii: PECITHKC®

Pharmaceuntical form:
Jlixapenka dopma:

film coated tablets
TalneTrH, BRpHTI EBROBOIC 060 I0HKOI0

Strength/potency: 200 mg /30 mg
Cuaa aiifarrusiicrs: 200 mr /30 Mr
Type and size of packaging: 10 tablets in blister; 2 blisters in a cardboard pack

Bua i po3asip ynakoskin

no 10 1abnerox y GiicTepi; no 2 Baicrepu v nauwd 3 xapTony

Active substances:
Hitoui pescnnnn:

I film coated tablet contain: acetylcysteine 200 mg, ambroxol hydrochloride 30 mg

1 TafseTka, BRpHTA 10 MicthTs: auenanncreiny 200 Mr, amGpowrcony rizpoxmopiay 30 Mo

Manufacturer:

Evertogen Life Sciences Limited

Bupobanxk: Ercprosken Jadd Cacnoin JliMiten

Plot No: 8-8, 8-9, S-13/P & S-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadsherla (M},
Address: Mahabubnagar, Telangana, IN — 509 301, India
Agpeca: Tnor ¥ Ec-8, Ee-3, Be-13/111 ra Ec-14/11i Ti Ee A#l Aii Ci, Dapma Ec 1 3er, T'pin Ismacrpian Mapk, Horenamni (Bi),

Cavepna (En), MaxalyGrarap, Tesanrasa, [H-569 301, lugia

Registration certificate: Valid upte:
Pecerpaniiing nocsignesin: Badasaulan Hificue no: 10200
License No. / Miucnsig Ne: I9/MN/AP/2014/F1G
Batch Ne Date of manufacture Expiry dale Batch size {packs)
Cepist Ne Hara supofiminsa Tepmin npugaruocti Posmip cepii (ynak.)
EAA20086B1 1122020 11/2022 24000
Index name Acceptable limits (by MQOC) Result
HaiiMeHyBAHHA NOKAZHUKA Honyerumi meski (3a MIGH PeayasTat
Descrinti ’ Orange coloured, round biconvex, coated tablets.
escription : ; : N . .
Oiikic Kpyrni, apoornyxni Tabnerxi, Brpirti 060N0EKOIO MOMAPARYCEOTO Complies / Bimmosinac
KOJIBOPY.
Identification / Inenrudixanin
. ion ti f it inct 7 £ 4 3 i d
Ambroxol hydrochloride, The retefntxgn 1!mc a thm prlgcspfai Pe;kf. of ﬂmbrgml hgdmchlor_zdc an
Acetyloysteine acez)_/icysteme in the chromatogram of the test and standard solutions
abtained during the test "Assay” should be the same. o
g P - " Complies/ Binnogizae
. aC YTPHMAaliA Dikis aMOpoKcosy riapoxXnopuiy T2 afleTHALRCTCIHY Ha
Aufporeany TitpoxRopL, X 0\2&'1?0 aMaK BHTT oﬁmsp Bauor'}:) i C'[F')au,na , 1-:0)1‘0 039HEIB, OT mfaﬁux
Anprunmmerein S P s P P > OIPH:
; fif vac nposeerEns Teory «[iAsKicue BU3HAYCHNAY, NOBKHEY CITIBNANATH.
Average weight 300 mg £5% 2503 ™8
Cepemns maca 300 mr 5% oM
No more than 2 tablets of 20 may have a deviation from the average weight
of more than £5% and no one tablet should not have deviations of more
Uniformity of weight than +10%. -L16 ”
OnHopianicrs macy He Ginbwe uik 2 Tabneriu i3 20 MOXYTE MaTH BIIXHICHHA BiR cepeaHnol +1.90
sMacu Ginpiue Bbx £5% 74 w0/Ha TAGHETRA He NOBUHHA MATH BiOXUICHHS
Bisnie 1k £10%
Disintegration Notmore 30 minutes 133 min.
Posnaganns He Sinpme 30 xsunmn. . XB.
Dissolution / Pozuuuens
Ambrosal hydrochioride No less 70% (Q) of the labeled amount dissolved in 43 minutcs
y_ ; He menme 70 % (Q) nporaros 45 xu. Big sasuneo’ kKinskocti 3a3H&49CHOT 99.81 %
AMBpoRCony IapoxIopH =
B posaint «Crnagy. o1 vis
o ;. = s .‘5‘, &33L2 13
. No less 70% ((3) of the labeled amount fhssolvcd mdS minutes i&x- - "567
[ m— He menme 70 % (Q) npotaros 45 xu. sin 3asanenct kinbxoeri 3gxtaypfiol
B po3aini «Crmam. ‘@ by
Uniformity of dosage units / QpuopiasicTs 2030BaHIX 0ANHENL { “[’ Vf’!,gﬁ;;ﬂ,-,, R
Ambroxol hydn_oc}dondc AV<15 =
AMBpoxcoay TIIpONIOpH

RESPIX®, film coated tzblets Ne20
[f Q@/u/ v / 9

oy %%%%/




Evertogen Life Sciences Limited

PECHHIC®, yabmeriy, srpinTi (/o Ne20 cepin N2 EAAZ0006B1
Acelylcysmn? AV< 15 4.44
ANETHIIHCTEH

Related substances / Cynyrai pominiks

Ambroxol hydrochloride / AMBporcony rixpoxsopuny

Any indiviiduai i_mpurity ) Not more 0,5% ‘ 0.045 %
Byne-ska inassinyasissn JOMILKA He Ginewe 0,5% )
Total imm;{itifs. A Not rj‘tore 1,0% 0122 %
3aranbHa KiLKICTs HOMILIoK He Ginpe 1,0% )
Acetyloysteine / Auerwiusucreiny
NoN- cfiacetylcysiine Not more 0,5% 0073 %
N, N-gianerunumcrsis He 6inpuc 0,5% :
Any mhcr.individuai i_mpurity ) Not more 02% 0013 %
Byie-sta 10102 iHMBiAyantia JoMinna He Gingine 0,2% )
Total impw.'}tics' ' Not more 2.0% 0264 %
SarabHa KiAbKICTE JOMILHOK He Simsiue 2,0% ;

Assay / Kinbricne Busnagerus

Ambroxol hydrochloride / AmGposcony rinpoxnopuay

At release From 28,5 mg to 31,5 mg/tabl. (95% ~ 103% of the label claim)
Ha moMeHT Bumycky Bin 28,5 mr o 31,5 mr/tabn. (95% — 105% sig sansnewol xifskocti) 20850 M8 ftah,
Shelf life From 27,0 mg to 33,0 mg/tabl. (90% — 110% of the label claim) : Mr/TadiL.
B npoueci 30epiranns Bin 27,0 Mr o 33,0 mr/raln. (90% — 1 10% pin 3agenedci kizskocTi)
Acetvlcystelne / Anersmusereiny

At release From 190,0 mg to 210,0 mg/tabl. {95% — 105% of the label claim)
Ha MOMCHT BUOYVCKY Bin 190,0 mr go 210,08 mr/tada. (95% — 105% sin sannnenol kinskocri) 200277 ME ftab.
Shelf life From 180,0 mg to 220,0 mg/tabl. (90% — 110% of the label claim) ’ mr/raGi.
B apoueci 36epiranHa Bir 180,0 mr ao 220,0 mr/tabr. (90% — 110% i sasereno] kimsxocti)
Microbiclogical purity / MixpoGioscriuna uncrora
g‘otal aerobic microbial count (TAMC) Not more 10° CFUg CFU/g

GFAAGILS SHOAC A6POGitix He Gimsme 103 KYO/ <10 xyorr
mikpoopranizvis (TAMC)
Total combine veasts/moulds count
(TYMC) Not mare 162 CFU/g <10 CFU/g
3arajisHe YHCNO APDKIKOBUX Ta He Binpme 112 KYO/ KYO/ir
nricnsisrx rpubis (TYMC)
Escherichia coli Should be absent per 1 Absent / Bincyrtai

He penycwaersesn naguuicts & 1 r npenapary
CONCLUSION f BHCHOBOK

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

In the opinien of the undersigned the sample referred to above is of standard quality is defined in the MQC.

[ hereby certify thal the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and quality
control at the above-menticned site in full compliance with the GMP requirements of the lacal Regulatory Authorily and with the specification available in
registration dossier. The batcls processing, packaging and analysis records were reviewed - found (o be in compliance with GMP.

BunipoGysausia nposeaeni pianosinuo jo MICH supobiunka satsepmienol MO3 Yypathu.

3rizuo BACKODKY HIDKSCNIIFHCAHOMO, BineBKa3anii 3PAIcK MAE CTAHARPTHI IOKA3HHK AKOCT], Nepeabateui MK

Llun a sacsizryo, we napencsa sume indopuauis € noctosiprolo Ta Townor. 1o cepito mpoayxuil Gyno Bupobneno (BKRIOYAIONH NAKYBAHHA/MADKYBAHHA)
TR KOHTpOML 1T AKOCTI Me DBuelasHaueHil supoBHMTIT AW nposesetc vy nosuilft pimnosimiocti 3 BusioraM GMP, BCTAHOBMCHHMM MiCLCRIiN
PErYNATOPHUM OPTaHOM, & TAKOXK Bimnosimuo o cneumdikauif, me MicTHTECE B peccipauiiivomy focee. [lpoTokomt pupofuiuTes, NakyBAKHA TA AHANIFE
Oysu nepernsuyTi - BeTanosaeo sinnosigmicts GMP.

Name -
i Tipissime {"r{ ; S:Y,\M WaTs P
Position of person autherizing the batch release
Mﬁzﬂ'\fn 94»..-;5@ 4

{Tocana ocofn, AKa BHAAAA SO3BLN HA BHITYCK cepii
Signature of person authiorizing the batch release
Higmuc ecob, sika BHIATA A03BIS HA BHOYCK cepii

Date of signature
Hara mignucauwus

RESPIX®, film coated tablets No20 batch Ne EAAZ0006B1

‘éﬁ(s 3
R

Office : GV Chambers, 7-2-C8 & CB/2, I.£., Sanathnagar, Hyderabad - 500 018, Telangana, India, www.evertogen.com, CIN No. U24232TG2013PLIGBS5349
Factory : Plot No: 5-8, 5-9, $-13/P & 5-14/P TSHIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 563 301, Telangana, India.




PECITHKC®, Tabnerry, skpuri nfo Ne20

CERTIFICATE OF ANALYSIS

cepin Ne EAA20007B1

CEPTHOIKAT AHAJIRRY
Certificate No. / Cepriicnr Ne: 21CP201006345
Product name: RESPIX®
Hazsa npoayruii: PECHHKC®

Pharmaceutical form:
Jicapesra hopya;

film coated tablets
TabneTky, BRpHTI ENiskos0I0 060 NOHKOI0

Strength/potency:
Cusia HiVAKTHBIICTS:

200 mg 30 mg
200 mr /30 mr

Type and size of packaging:
Bug i pe3mip ynakepk::

10 tabiets in blister; 2 blisters in a cardboard pack
o 10 TaineTox y GnicTepi: no 2 GnioTepH Y 1AL 3 KapTORY

Active substances:
Jlioul peworming:

1 fitmi coated tablet contain: acetyleysteine 200 mg, ambroxol hydrochloride 30 mg

1 TaBmerka, BRpUTS 10 MicTaTe: sueruncreiny 200 ur, avporeony rinpexmopsay 30 sr

Manufacturer:

Evertogen Life Sciences Limited

Cauepna (Enm), MaxaBybuarap, Tenauraue, IH-509 301, Tunin

Bupobmme: Ewepromeen Jaitd Cacucna Jlinsiten

Plot No: 5-8, 8-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcheria (M},
Address: Mahabubnagar, Telangana, IN — 509 301, India
Axapeca: ilaor Ne Ec-8, Ec-9, Ec-13/T1ira Ec- 14411 Ti Ec Ait Al Ci, ¢apma Ec 1 3er, Fpint Innacrpian Mapx, Honeransi (Bi),

siacH Biabile Hixm 5% Ta xoana TA0NCTKE HE MOBHIHA MATH BUAXHICHA

Registration certificate: Valid upto:
Pcfﬂpmﬁ s UA/15549/01/01 mmc"m 10.11.2021
License No. / JMiuensis No: 19/MN/APRBI4/FIG
Batch Me Bate of manufacture Expiry date Bateh size {packs)
Cepisn Mo Hars enpoBuuigrsa Tepmin npuaarnocti Poamip cepil {ynak.)
EAA2000781 1272020 12/2022 20 000
Index name Acceptable limits (by MQOC) Result
Hajfimenysannn NoOKA3HIKA Honyerumi mesxi (3a MEKA) Pesyawrar
Deseription Qrangg colaured, r.ound biconvex, cqated tablets. ) .
O Kpyrui, apoonyxii TabnerxH, BxpuTi 060N0HKOI0 NOMAPAHHERONO Complies / Binmosinae
' KOMNS0PY.
Identification / InenTudikanin
Atbronol byl The retcntit‘m tilme of the principal peaks of ambroxol hydmchtor_i.dc and
o acct)flcystcm'e in the chromatogram of the test and standard solutions
obtained during the test "Assay" shoeld be the same,
— - Corplies/ Bianosiaac
ANBpOKCOTY FinpOXsIopHL, Hac yrpumanng 1ikis amBpokcony TAROXIOpHLlY T2 auerm:mem‘ei‘riy Ha
A XPOMATOTPaMax BUHPOGORYBAHOrO | CTARZAPTHONO PO3UMUIR, CYPAMAHIX
0ix qac nposeAeHHA TecTy «KinpKicHe BU3HAYEHHAY, HOBUIICH CIHBIIANATH.
Average weight 360 mg £5% 2971 M8
Cepenus maca 360 Mr£5% T Mr
No more than 2 tablets of 20 may have a deviation from the average weight
of more than 3% and no one tablet should not have deviations of more
Uniformity of weight than +10%. - 1.38 %
OanopianicTs Macn He Binsme viw 2 Tabnericy i3 20 MOMyTh MaTH BIAKIICHHA BIR cepeanol +148

. RESPIX®, fiim coated tablets Na20

Doy et d) J)6 507 Wy

GinsLne Hik £10% e
Disintegration Not more 30 minutes w""ﬂr eSS, min.
i \Cﬁ" M‘ka‘zf'
Poinananusn He Binne 30 xprnun. \’\ = "‘\r}** XB.
Dissolution / Posunuess f’}’ T ey
o, i i ATy
Ambroxol hydrochloride No less 70% (?) of the fabeled amount dissolved in 45 mm ,\ \
o S -~ He memme 70 % (Q) nporarom 45 xs, pix saannerol RUILKO Ha“%m 4
MUPOHDIY TRpIOpHE B pozini «Cxnans. 2
Ascryleysudin No less 70% ((02} of the labeled amount dissolved in 45 mmuics =) ‘.-"
Adies ey He mennre 70 % (Q) npoTtarom 45 xn, s 2a28AeHOT KUTbKOCTI
- B po3gim «Crmany».
Uniformity of dosage units / OnnopiayicTs 193083 HUX OAHHHIL -
Ambroxol hydrochloride
; AV<1S i 474
AwmBporcoay riapoxtopu MQ\
batch Noe EAAZ0007B1

lethZ .-

~= 7
Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertagen.com, CIN No. U242327G2013P1L085349
Factory : Plot No: 5-8, 5-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (¥}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, Indio,




Evertogen Life Sciences Limited

PECHHKC®, taéacTrn, pkputi nfo Ne20 cepin Ne EAA20007B1
Areiyley ﬂcm{i AV=15 0.85
ALCTIILHCTCIH

Related substances / Cynyrni gomilgks

Ambroxol hvdrochloride / AMGpoxcony riipoxiopnity

Any indiv.iduai i.mpurity . Not more 0,5% 0.097 %
Byie-sika mppiyansia josinna He Ginsne ,5%
Total impm_iﬁes_ . Not more L,0% 0.245 %
3aransHa KULKICTE HOMIoK He Sinsme 1,0%
Acctylcysteing / Anetunumereiny
i\ N- c%iaoclylcystins Not more 0.5% 0.086 %
N, N-riauermmmeras He Ginnwe 0,5%
Any oﬂler_indivgdual i_mpuriiy ) Not more 06,2% 0.010 %
Bym-axa ifnma inTusiyanssa fomilKa He Gimsie 0,2%
Total impuljtieg ' Not more 2,0% 0278 %
Zaransua KBKICTs AoMinoK He 6inee 2,0%

Assay / KinsKicHe BUZHAYECHHA

Ambroxol hydrochioride / AmGpoxcoury rinpoxnopuay

At release From 28,5 mg to 31,5 mg/tabl. (95% — 105% of the label claim)
Ha moMeHT BHIYCKY Bin 28,5 mr a0 31,5 Mr/tabmn. (95% — 105% pix sasenenod xinsxocti) 99747 & Jiab.
Shelflife From 27,0 mg to 33,0 mg/tabl. (90% — 110% of the label claim}) ’ Mr/Tabi.
B npoueci 36epiradng Bin 27,0 Mr a0 33,0 Mo/raa, (90% — 110% pin 3assnedol kinkxocti)

Acetyleysteine / Auetununcreiny
Atrelease From 190,0 mg te 210,80 mg/tabl. (95% — 105% of the label claim)
Ha MOMEHT BHIIVCKY Bix 190,86 mr o 210,0 vr/taba. (95% — 105% Big 3asspenol KinskocTi) 197503 ™2 Mab.
Shelf life From 186,0 mg to 220,08 mg/tabl. (50% — 110% of the label claim) : Mr/raba.
B npoueci 3Gepiraana Bin 180,0 mr o 220,0 Mmr/rada. (90% — 110% sin sansienod kinprocri)
Microbiological purity / Mikpobiosoritna uncrora
Total acrobic microbial count (TAMC) 3 .
3arambae 4Bcc aepobHHX ggtsﬁiﬁjﬁﬁg }Egg i <10 ](éi‘flcji'%
Mikpoopraniamis (TAMC)
Total combing yeasts/moulds count
{TYMC) Not more 10* CFU/g <10 CFU/g
BaraibHe YHCHO APIKIKOBUX T2 He Gimoe 102 KVO/ ¢ KyO/r
naicagsux rpudis (TYMC)
Escherichia coli Should beaiisedtpet | ¢ Absent / Bincytsi

He 10nYCKAETLOR HagBHiCTs B | T Npenapaty
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 quality is defined in the MQC.

T hereby certify that the above information is authentic and aceurate. This batch of product has been manufactured, including packaging/labeling und guality
coatrol at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification avaifable in
registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BunpoGypanns npopegeis sianosiio go MKA supobimka satpepmpienol MOJ Yipaliu.

3riguo BUCHOBKY HEPKHETT ATHCAHOrD, BHRIEBKAIANMI IPR3OK MAC CTAHAAPTII NOKASIIHKI AXOCTI, NepeaBavesi MEKSL
Linm # 3acaityio, wo napeneia Beue ingopmalis € Aocmnipnmo Ta Tounoto. o cepiio npo,ﬁymzi'a‘ Gyﬂo Bupsénmro (nm:orlwmw;\ysamm)
T KOHTPOML If AKOCTI Ha DuEImMAueRIA BIpoOHHYIA Riapuuui TpoRCASHO Y OB signosizsocti 3 sumoram GMP, HODOE g1 [ERMM
DETYARTOPHIM GPTAHOM, & TAKOH sifnonizmo Ao coeuudixauil, wo MicTHRCH B peccrpnmfmouy aocue. INporoxomn m{p(}; T;Bg,,ﬂﬂﬁf@?m%ﬂq;:

6y NEPErAAHY T ~ BCTAHOBAEHD BiIMosinkicTs GMP. 185 / - B % ,\{»_
Name T 2 =
Tipizsume G?  Snivete Rew I =
Position ofperson authurmng the bateh release ' S
Tocapa ocobu, sKa BHAANA R03BIN HA BURYCK cepil Meanga s /4,3 £
Signature of person authorizing the batch releasc {
Hixnne ocoby, SIKa BUAAIA KO3BEA HA BHIYCK cepil %-

Date of signature
Jiata mignucauus

20ii32

RESPIX®, film coated tablets Ne28 batch Na EAA20007B1

Office : GV Chambers, 7-2-C8 & £8/2, | E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC0O85349
Factory : Plot No: 5-8, 5-9, $-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Palepally (v}, Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, India.




JEPKIIKCITYKBA
MEPKABHA CJIYKFBA 3 IIKAPCHKHAX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KUEBI

syn. bepesnskiscbka, 29, Kuis, 02098, Ten./gaxe: (044) 550-23-55, Ten. (044) 550-20-55
B-mail: dis kviv@dls.gov.ua https://www.dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK
Npo FKICTH BBE3€HOr0 B YKPpaiHy JiKapeLKoro 3acody

19.02.2021 Ne 7218/21/2611

PECTIMKC®

(palivEHYBAHHS FIKAPCHKOIO 32c00Y 3TLAHO 3 PEECTPAIfHEM IOCBIAYCHAAM)
TabJIeTKH BRPATI IIIBK0B010 060108K010, 10 10 Tadaerok y Gaicrepi, mo 2 SaicTepH y nagui

(bopMa RUITYCKY, JO3YBAHHS, BHA IAKYRAHHA JIKAPCHKOTO 3a000Y)

Homep peectpariiinoro nocsizuenns UA/15549/01/01 crpox zii peecrpanitinoro mocsimuenns 10,11.2021

Cepia nixapcsxoro 3acoby Ne EAA26008B1 KinbkicTs BBe38HOTO Nikapesxoro sacoby 18984
Bupobuux Erepromxen Jlaiid Caencys Jlimiten, lms
(salimenypanus BEpobHKa MiKAPCEKOTO 32c00Y, KPAILA TIOXOIKEHHA )
Baeseno B Yxpainy TopapucTBo 3 o6Mexenow sixnosizaapuicto "OPTAHOCIH ATA",
inenr, kox: 24377666

{(uafiverrysanss Ta xox 3a €JIPTIOY wpsnnynol ocofx afo npissnme, iv'a, o Garsxosi inmmol
0Cco0H - miATpHeMUs, I MiCIE BPOKUBAHES TA PECCTPANiHHIWE noMep 05aiK0B0T KaPIKY IATHIEKA
nofatkis abo cepis Ta HOMeD HacmopTa)

TIpetokoa Bisyanssoro xonrpomo six 19.02.2021 Ne 544/1,

3a pe3yNeTATAME AEPKABHOIO KOHTPONO BCTAHOBNEHO, MO Jikapchkuil 3acif BBesesc B Vwpaluy 3
JOTPHMAHHAM BIMOT 32KOHOIABCTBA LIOAO 3a0C3ACHCHH AKOCTI MKAPSHKHUX 32C001R.

//

Hagamsanx Muxona XOJIOIEHKO

{nixnKc) (ininiany Ta rpispAmS)

glor 7 s :
5 = FRy
{mocazosa ocoba Oprafy ASHEERHOro KOHTHOMD)

in & it ik .




PECIIKC®, rabacTicn, srpnTi nfo Ne2d cepin Ne EAA20008B1
CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJY
Certificate No. / Cepradiar MNe: 21CP26100355
Product name: RESPIX®
Hazpa nponyruii: PECHHKC®
Pharmaceutical form: film coatad tablefs
Jikapcesra hopmas Tabnerky, BKPUTI NNiBKOBOIC 0OONOIKDIC
Strength/potency: 200 mg /30 mg

Coag gii/AKTARNICTE:

200 mr 730 Mr

Type and size of packaging:
Bua i posmip ynakosru:

10 tablets in blister; 2 blisters in a cardboard pack
no 10 1aficrox y Baictepi; mo 2 fuicrepy ¥ 1131 3 KapToOHY

Active substances:
Hitoui peyonuuu:

1 film coated tablet contain: acetylcysieine 200 mg, ambroxel hydrochloride 30 mg

1 TaBNerKa, BRPIT /0 MICTHTH: ayleTramseTeiny 200 mr, amBpokcony rigpoxaopuy 3¢ sr

Manufacturer:

Evertogen Life Sciences Limited

Bapobuux: Enepromses Masid Cacroms JiMiren
Plot No: §-8, §-9, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Patk, Polepally {V), Jadcherla (M),
Address: Mahabubnagar, Telangana, IN - 509 301, India
Aapeea: ot Me Be-8, Ec-9, Ec-13/TTi ta Ec-14/[% Ti Ec Aif Ait Ci, @apma Ec [ 3er, T'pin Iinpactpian [Tapx, Tlonenanni (Bi),
Cviepsa {Est), Maxabybuarap, Tenaurana, [H-509 301, Innia
Begistrationortiicats: UA/LS549/61/01 Yaghaphs: | 5000 00m
PeecTpaniiine pocsiageis: Hiiicie mo:
License No. / JHueria N2 19/MN/APROIAIE/G
Bateh Ne Date of manufacture Kxpiry date Batch size (packs}
Cepin Ne Jata BHPoTHHETSA Tepain ppraaTHOCT Possip cepif (YEAK.)
EAA20008B1 12/2630 12/2022 20 060
Index name Acceptable limits (by MQC}) Result
HaiiMenyBAHHA HOKATHHKA Hopnyerumi mesxi (3a MKH) Pezyaprar
. Orange coloured, round biconvex, coaled {ablets.
Description . R . ’ T
Orinc Kpyrai, asoonykm tabnerky, Bxputi 000N0HK0I0 MOMAPAHIEBOr0 Complies/ Bumwosinae
KOREOPY.

Ydentification / Izenrudiranin

The retention time of the principal peaks of ambroxol hydrochloride and

;\h;lfz:?:oi hﬁ cér{)ch[ondc, acetyleysteine in the chromatogram of the test and standard solutions
- obtained during the test "Assay" should be the same. .
- — - - Complics / Bianosinae
AnGpokeosy HIpoxiopk, fac }’TpﬂMﬁHH}i' uikip amGpoxcony rizpoxnopHaYy Ta dueTHaLECTeliy Ha
Arermitishi XPOMATOTPAMAX BHIIPOGOBYBAHOIO | CTAHAAPTHOND POSHHHEIR, OTPHMEHHX
rij 4ac nponeneHHs recty «KinskicHe BUSHAYCHHAD, NORHEEH CITiBNANATH.
Average weight 300 mg £5% 20704 M8
Cepeans maca 300 mr £5% ) M
No more than 2 tablets of 20 may have a deviation from the average weight
of more than £5% and 1o one tablet should not have deviations of mors
Uniformity of weight than £10%, -272
A : ; . . = = %
Qanopianiers macy He Ginsure mix 2 Tabnetsu i3 20 MOXKYTS MaTH BIIRHICHAS BIR CCPEAHBOT +2.38
sacu Siipwe sbx £3% 14 komia TabAeTRA He OBHHEA MATH BIAXHASHHN
Bimsiure HDK £=10%
Disintegration Not more 30 minutes v PN 27 MID-
Posnanaunus He 6inpiue 30 XBuani. ~. e N O xa,
Dissolution / Posusnenssn ' N
0 i in 45iminites 4 . o
Ambroxol hydrochloride No less 70/;1(9) of the Jabeled amo'um fjjssclved m45:mg§mtes Ly ZL
ANG M He menme 70 % (Q) npotaroM 45 xB. BiA 3a481¢H0T Kpiz,ggqt:n,:@uaqeg}m. A 9954, %
! Ty SUPORROPHIL B posxini «Criany. I b
o : resotved i 45hhiites -
Acetyleysteine Mo less 70% ((3} of the labeled amount Ehssei\ ed in 45" minutes |, oy A
Z He menure 70 % (Q) nporarosm 45 X8, Bif 3a5BACHOL xinbkoeriampaiesoi | 104.09 %
Auerwnmereid WA e ‘

3 poagiai «Cuany, Non ~

Uniformity of dosage units / OnpsopianieTs A030BAHMX OAHHELL

Ambroxol bydrochloride
AmBpolcony riapoxnopHa

AV 1S 492

Rﬂzx:@, film coa:ed'ta/blcas N% ’
Bl )h L)
7”02£¥§L

Ay

batch Ne EAA20008B1 1ofl32 ..

Dffice : GV Chambers, 7-2-C8 & €8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232T62013PLC085348

Exrtrmt + Dint Ma- ©.8 ©.0 T340 2. € 1470 TCHA Dharnana CE7 rane Indaceeial Oarde Onlnantie 37 Indebonrls (041 Rnhohthnsaas t CAN 3N Talameama fmddia

Evertogen Life Sciences Limited




Evertogen Life Sciences Limited

PECIIHKC®, rabaerxy, srpirri n/o Na20

cepis Ne LAAZ000881

He nonyckaerbosi HasBHICTh B | 1 npenapaty

SCyIeysing AV<15 1,02
ALCTHTICTCH
Related substances [ Cynyrui gomimkn
Ambroxol hydrochloride / Amﬁpoxcony rigpoxaopuiy

Any individual impurity Not more 0,5% 0.094 %
Byar-nxa innpmsinvansra goMimka He Siaswre 0,5% ) °
Total impurities Not more 1,0% 0181 %
Jaranbia KiTbkicTs AoMioK He Ginsmee 1,0% ' =

Acetylcysteine / Anerianucreiuy
N, N~ diacetylcystine Not more 0,5% 014 %
N, N“ZialeruaupcTu He 6inpire 0,5% ’ ?
Any other individual impurity Not more 0,2% BDL / Himrere Meski
Byap-sKa (v Hmsiy tbha JoMilxa He Giasme 0,2% BH3iIAYEHIL
Total impurities Mot more 2,0% 0212 %
Baranpia KLECTs oMLK He Simsize 2,0% ‘ ?
Assay / KinpkicHe BUIHATCHHNA
Ambroxal hydrochloride / AmBpoxcony rinpoxnopuny
At release From 28,5 mg o 31,5 mgftabl. (93% — 105% of the label claim)
Ha momenr sanycxy Bin 28,5 mr o 31,5 Mr/rabn. (93% — 105% gin 3aasnenof kigsxocth 30702 ™Me tab.
Shelf life From 27,0 mg to 33,0 mg/tabl. (90% — 110% of the label claim) o Mr/Tadn.
B niponeci afepiranns Bin 27,0 mr no 33,0 mr/rabn. {90% — 110% nix zansnenol xinsxocti)
Acctyleysteine / Anermanucreiny

At release From 190,60 mg to 210,0 mgfiabl. (95% — 105% of the label claim)
Ha moMmeyT BUIIYCKY Bin 196,0 mr zo 210,0 mrfrada. (95% — 105% 8ia sagsnenol Kiekocti) 19638 M frab,
Sheif life From 180,80 mg to 220,80 mg/tabl. (90% — 110% of the label claim) ’ MriTabm.
B npoueci abepirauug Bin 180,0 mr 50 220,0 me/frafn. (90% — 1 10% pin sasunesol kKiasKoct)
Microbiological purity / MikpoSioaoriana gscroTa
é‘om} aerobic microbial count (TAMC) Not more 1¢° CEU/g CFU/g

BLANGHGCHICI PO He Gistsuze 10° KYO/ 1 10 gyor
mikpoopratiamis (TAMEC)
Total combine yeasts/moulds count
(TYMC) Mot more 17 CFU/g <10 CFU/g
3araieie HHeNo APHKIKORHX T4 He Ginpie 162 KYO/ ¢ KyO/r
npicuasux rpadis (TYMC)
Escherichia coli Shesld he saent per 1.2 Absent / Bineyrni

CONCLUSION / BHCHOBOK

The tests implemented in accordance with MQC {lie manufacturer that approved by MoH of Ukraine,
In the opinion of the undersigaed the sample referred to above is of standard quality is defined in the MQC.

BunpoOysanus nposeseni pianosigno zo MEKSE nupobinia sateeppkenol MO3 Vipaiun.
3riano 8 BUEHOBKY FIGRUENiATHCATOT), IHIIEBKAIANII 3pa30K MAE CTANAAPTHI NOKA3HHKH AKOCT, ﬁLi}ﬂIﬁal}CHI MK

Gynn NepernAnyTi - BCTAHOBACHT BitucoiamicTs GMP.

1 hereby certify that the above information is authentic and accurate, This bateh of product has been manufactured, ineluding packaging/labeling and qualily
control at the above-mentioned site in full compliance witis the GMP requirements of the local Regulatory Authority and with the specification available in
registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

Tl A 35CBiIUYIO, IO HapeleHa sute igopmania € nocmmpuazo Ta Touncko. Lo cepiro BpOIL}‘KLm Gyno BI'I[)DG'!CHO (ummuzuam: naxynmmgmapxyuamm}
T4 KOMTPONE 1T AKOCTI HAa BMweswHavenifl sapobusnuiil ainemg NIPOUCACHO Y nosuifi wiANOBiAHOCT: 3 pHMoramy GMP! RCTAHOBRBHHMH siiciicsm
px‘:r}'ﬂﬁ’mpnmt Opl'dEGM a2 Taxoxa DI,EU'IUB},EHO BO CﬂCH.H({}IE\ﬂiH} e MIGTHTECA D ]?LCC'[]}ﬂL{EF’IHOM_’y BOTHE, npﬂTOKOHH BFPOﬁHﬂﬂTBﬁ ﬂﬂhyﬂﬂ}lﬁ!l Ta ﬁ[lm’ll.’jlﬂ

A
L 81

Name ]
Mpissume G . Semmivass fao ¥
Paosition of persun authorizing the batch release \
Tlocaga ocofH, sIKA BHOAJA Z03BIN Ha BHIIYCK cepil Memnos,  Ag A

Signature of person authorizing the batch release
flignsc ocobu, sika BHEANA N03BIR HA BHAYCK cepil

Date of signature
Hara nignucanus

RESPIX®, film coated tablets Ne20 . batch Ne EAA20008B1

2 01‘/32‘

Office : GV Chambers, 7.2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8. 5-9. 5-13/P & 5-14/P TSIIC. Pharma SEZ. Green Industrial Park. Polenaliv (V). Jadcheria (M), Mahabubnaear. 1N - 509 301. Telaneana. India.
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