JEPIKABHA CJIYIKBA 3 JUKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m, KHEBI
npos. Hanit Caimiunoi, 3. 02099, ten, (044)295 26-85
E-mail: dls.kyiv@@dls.gov.aa. Koa CL[PTIOY 370700%9

 BUCHOBOK

npo AKiCTL BBE3€HOro B YKpainy jikapchkoro 3acoby
16.10.2023 ' ~ ' ‘ Ne $2364/23/2611
PECHHKC®

(u'iﬁr»u.nwmmm aikapengore Sacoly srinms pu(clpdllmmi‘\l noc.numumsm)
'raﬁ.rle"mn, BK])HTI naiBKkoRo10 060.101K010; 110 10 TabreToR y 6Juc repi; no 2 Gaicrepu y navui
3 Kap’ rouy

((homm BUIEYCRY. AOIVHAINIA, BRI TAKY DAL m\upu,Km 0 30c00y)
Homep peectpatifinoro nocainuenia UA/15549/01/01 crpok aii pecerpauiiiHoro nocsiaients feobmexeHmni
Cepia nikapcbkoro 3acofy Ne EAA2300781 Kinnkicih nicicHoro-rikapeskoro sacody 5040

BupoGnnk - _Esepr omxen Jlaitd Caencus Jlimiten, lnaig
(|mtms.nymunm mlpommm nu\dpu.m)r'o Jd(.()l)\’ hpdllhl NONOMKRCHNS)

BaeseHo 8 Ykpatny ToBAPHCTBO 3 0OMEIKEN010 BIANOBIAAIBHICTIO "Ol’l "AHOCIH JIT)1",
inenr. won: 24377666

(WaMCHY BRIBIA TR KO 30 CIPHIOY iopuanuiol ocobu ado npivsriue, i, oo Geernroni (hiskstnod
0co0u:~ uuxnpumuu T Micue np(wxmauuu it pu( Crpiuifiuil HOMED OONIROBOT RAPTRH LW THIKY
noaarkiy abo cepin ra uom.p nacnepTa)

n po&ro.l_c'on,nizyanm_loktfo K'ou.':rp_omq 5in 20.09.2023 Ne 2796/9.

3a pe3ynb-ra.fam_i1 nep,xannoro KOHTPOSIIO- geranoneHo, o Jikapehkuil - Jacid  sseseno B Yrpaiky 3
IIOTpHMam'va_,B_M' [ 3aKOHONABCTEA 100 3a6e3neteifh AXOCTi NikapehKix 3acobin.
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,Z];EP)KABHA CIYXBA 3 JIIKAPCBKI/IX 3ACOBIB

TA vKOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitanunoi, 3, 02099, Teii. (044) 295-26-85
B-mail: dls;.kyiv@dls.goy.ua, Kon €APTIOY- 37079055

o . BUCHOBOK |
. PO AKICTh BBe3eHOro B YkpaiHy Jikapcbkoro 3acoly
17112023 faty . : = Ne 58726/23/2611
PECIINKC®

(HANMCHYBRHES T KAPCLROTO 32C0BY 3riAHO.3 PLECTPALTAHMM NOCRIMCIHNIM)
TabjeTky BRPHTI IIBKOBOIO 00010HK010, 0 10 Tabuerok y 6aicrepi; no 2 6uricrepu y navui 3
KAPTOHY

{GopnMa BURYCKY, AO3yHAHHN, WAL TIaKYRAHIS NIKAPCLKORO 3aco0y)

Homep. peecTpauiitoro nocaiuq:jcmm UA/15549/01/01 crpox-aii peecrpauiiiiioro nocsiicnns HEOOMEKEHHI

Cepis nikapchkoro :iacoﬁy Ne EAA23007B1 Kinkkicts Beesenoro aikapekkoro sacody 12600
Bupo6anx Esepromken Jlaid Cacnens Jlimites, [rnis
: (H'm\«cnyn'unm RHPOGIKKA AiKapChkoro-3acoty, Kpaivia noXoKens)
Boesero b YkpaiHy Tosapuerso 3 obmekenolo sianosizansuicrio "OPTAHOCIH JITI",
inenT. xon: 24377666

(uaﬁmcr{ynamm Ta ko33 CJIPTIOY 1opanUiioT 0co6u a('o npisriie, is's, no 6aThbKobi diznanoi
0606~ mimnpuekitin, Y Micie pokiATHEA TA peceTpuiiiinmil nomep 0OAIKOBOT KAPTEN MLIATHHKA
NOAXPKIR A0 Cepin:ta HOMED HACTiopTy)

TNpoTokon aisyansioro xonvpomo sin 17.11.2023 N 3608/3.

3a pesynsTaTaMu nepmamloro KOHTPOJIIO BCTaHOﬂmZ'IIO, o - Aikapchkuit  zacid  meeseno 8 Yxpalhiy 3

JMOTPHMAHHSL Msaxououascma wo/10 3a6e3ne eHRA. AKOCTI NIKIICLRIX 3acobis.
L ANGOBIB T g D, 2
g“‘v‘,“”” kg X

Mmcona XOJIOIIFI {KO
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Evertogen Life Sciences Limited

PECNUKCA. rabneruw, axpuﬁ nfo Ne20 cepia Ne EAA2300781

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANIRY '\ 210P23100384

Product name / Hassa npogykuji: . RESPIX() ! PECTIMKC®

Pharmaceutical form / Nlikapceka opma: | hlm coaled tablets / abnetka. BKpMTI nnlaxoaom 06ononK0w

Strenglh/potency / Cuna aiilaktvamicTy: 200 mg (Mr) 130 mg (wr)

Type and size of packaging / Bua i poamip ynanoakw 10 tablet m blister; 2 blisters in a cardboard pack / o 10 736nerm<y 511!(.1‘6)')1 no ? bnmepw y naqqn 3 xaprony

1 film coated tablet conlain: acelylcysteine 200 mg. ambroxol hydrochlonde 30 mc ‘

Agllvsutsianges: LpouipesonnHy; 1 TGGHPTKa nxpmm n/o MICTATG: ayeTMILMCTEHY 200 Mr amﬁpoxcony‘lmpoxnopmxy 30 M

Manufaclurer / BupoBimx: Evertogen Llfe Sciences Limited / EBOpTOA)KL‘H ﬂaud) Cacm:m ﬂlMchn

Piot No: §.8, 6.6, 5-15/F & S-14/P TSIIC, Pharma SE2. Green Industial Park, Polepally (V). Jadcheria )
Mahabubnagar, Telangana, IN -~ 509 301, India

Address / Aapeca: MnoT Ne Ec-8. Ec-9, Ec-13/Mi 7a Ec-141Mi Ti Ec A% AW Gi. dapma Ec | Jer. [pin Iygacpian Napk. Nonenanni (Bi).
_ €a4epna (Em). MaxaBybrarap. Tenatrana [H-509 301, Ikpis )
Regstration certificate / PeecTpayjiiie nocsiguenHs:  UAJ15549/01/01 Valid up(o ) llmwe ao Unlnmlod lcrm I HEO@MF)KPHMM

License No. / liuenais Ne! . ‘.:IWQIMNIAPI2014IFIG

Batch Ne / Cepis No: EAA2300781 : Batch size / Posmip cepii: 2?)—0—00 pa&@ﬁax. B

Date of manufacture / flara snpobrmurea: 0712023 Expiry date / Tepmin npugatroctic 0712025
Test Acceptable criteria (at balch realize) Result
HaitmeHyBaHHA NOKaaHUKa Kpurepil npuiatHocTi { Ha Bunycy) ; Peaynbrat
- Orange coloured. round biconvex. coated tablets. ——
_ l'.?efcnphon / 0”‘"‘; Kpyrni. ABQ,‘{UY",',ﬁ TabneTu, BRPUTI 0G0N0HKOK NOMBPAHYEBOTO KOALOPY. Comples (Bimosinar)
ldentification / laermudyixauin
The relenlion time of the principal peaks of ambroxal hydrochloride and
acetylcysteine in the chromatogram of the test and standard solutions obtained
Arbroxal hydrochionde. Acetykysteine during the {est “Assay" should be the same. Comples (Bianoeizac)
AWBROKOOTY TAPOXMOPAR, ALETNUACTEIH B¢ YTPUMAHHA NiKIB aMBPOKCONY rAPOXAOPURY TA ALETUALECTEIHY HA RSt
XPOMATOrpaMax BuNPOGOBYBAHOF | GTAMAAD THOIO POIMMHIB, QTDUMAHUX Nig YaC
NPOSEAeHHA TecTy «KinbKicHe BUIHaNEHHRY, NOBUHEH CRiBnagaT.
Average weight / Gepenna maca 300 mg { (tar). £5% ' 3 ) 2971 g (wr)
No more than 2 tablets of 20 may have-a deviation from the average we:ghl of
Uniifotinity 6l weight more than +5% and no one tablet should not have deviations of more than +10%. 24
Oavopi mficm " agcu He Binbuse 1ix 2 1aBneTkv i3 20 MOXYTb MATY BIAXMNEHHA BiA CEPRAHBOT MACH 20 %
~AEoR Binuie Hix £5% Ta KoAHA TAGNETKA HE NOBMHHA MATK BIAXKACHHR BINbLE HIX
+10%
Dl mteqr’mon 1 Posnaaauna Not more 30 minutes / He Ginswe 30 Xounur 325 minfxs)

Dlssolutlon 1 Poaqwmnﬂﬂ

No less 70% (Q) of the labeled amount dissolved in 45 minutes
Ambroxoi hydrochloride | AvBpaony. iapoxnopia He tertue 70 % (Q) npotarom 45 xa. BIA 33RBIIEHOT KINLKUCTI 333HA1EHOT B
. posnini aCuaiany. S —
Noless 70% ()] of the Iabelad amount chssolvcd in 45 minutes
Acelykysteine / AuetanuicTein He metwe 70.% (Q) npoTsirom 45 Xa. Bia 3aABNEHOT KiNLKOCTI 3a3HAM
L Posgini«CRaAY.

Unlfomuty ol dosaqc umh / OAHopmmcm noaoaa»mx OAW—ML(I;
Ambroxol hydrochlonde / Amﬁpmny NAROXNOPHL AV“ 15 5
Aoztylcysteine /Aqemnuncm]h Av< 1 5

Relaxed substances / (‘ynymn ILOMIUJKM

Ambroxol hydmchlonde ! Auﬁpoxcony rmpoxnopnn

Any individud impurty / By fio-sixa HAVBILYANLH AOMILIO Nol more 0 5% / He 5IﬂbUIE 0 v

Total imipunbes £ 3ararsHa KINLECT MUK Not more 1 0% He ﬁmbluP 1 0% 0.04 %
RESPIX@, film coated tablets Ne20 o batch Ne EARZSDGFET T T - ' o tolla2

Office : GV Chambers, 7-2-C8 8 C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO8S349
Factory : Plot Na: §-8, $-9, $-13/P & S-14/P TSNC, Pharma SEZ, Green Industrial Park, Polepally {V}, Jadcherta (M), Mahabubnagar, IN - 509 301. Telangana, India.



Evertogen Life Sciences Limiteq

PECTIUKC®, vabnerkn, apuri afo Ne20 copin Ne EAA23007B 1
Acetyleysteine f Auerunipcrein ;
NN di‘ag?ykysﬁrle I N, N-piayemmpenint Not more 0.5% / He Girwwe 0.5% 0.070 %
Any other indvidual impurity 0 | Me &l o ” ]
By 40 b BT8RN Not more 0.2% [ He GinbiLe 0.2% 0.006 %
_To}al impuriies / 3aramuHa KrseTs AOMILOK Notmore 2.0% / He Ginsie 2:0% 024 %

Assay | KinbkicHe BUaHaYEHHA

From 28.5 mg to 31.5 mg/tzbl‘(95°/o~105"’/; of'ihe‘lébel'zv:'laiu;)‘ oo .

Ambroxof hydrochloride / Aupokcony riapoxnopna Bin 28.5 mr 40 31.5 Mr/1a6n. (95% ~ 105% bia 3aRBARHOT KinLKOCTi) 0 :;\rg”/::%i; '
Beeyeysiine At B 1900 W 302100 v (5% 105% e snsnes e s O
Mlcroblologlca[ p‘&n[y/”f;AiKpoﬁionoriuHa SRS el . SN . L T—
Total aerobic rqicrobial count (TAMC):/ JarankHe uncno aepobivx mikpoopraniamie (TAMC) _ :
IIIIIIIIII o ‘ Notmare 103 CFUIg / He Ginue 10° KYO/ t ST <10 CRUg(vom
. Tolal cgmbme yeasts/moulds count (TYMC) / 3aransHe wicno Apixaxosux Ta nniomuv»& rpmeEVMC) T B T L : :
- Notmore 10 CFUIG / HeGimwe 107 K01 e 0 CRg (evon)
Escherichiacoli Should be absent per 1 convescTy B 1 rpenapay  Absent(Bioy)

CONCLUSION / BACHOBOK

The tests are performed in accordance with MQC of the manufacturer thal approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard qualily is defined in the MO

| hereby cerufy thal the above informalion is authenlic and accurate. This balch of p-oduct has been manufactured. including packagingfaheling and quality control at the above-
mentioned site in full compliance with the GMP requirements of Ihe local Regulatory Authority and wilh the specification available n registration dossier. The bateh processing,
packaging and analysis records were reviewed - found 10 be in compliance with GMP. |

BunpoBysarka nposeeni BianokiHo 40 MKR BupoBHaxe. o satsepanen kakasow MO3 Yepaitm

3MBHO BUCHOSKY HUXUENIANMCEHITY. BULIEBKAIEHWI INAI0K MAC CTAHAGPTHI NOKAIMHVKN SKOCTI. nepeabaves MKA. ;
LM R 9aCBIAUYI0. WO HABEAEHE BIE IRDOPKALIS. C AOCTORIPHON 13 TOMHGI. LI CEpilo NPOAYKLT YN0 81p0BREHD (BKAIONAID=\ NAKYBAHHAIMAPKYBAHHS) T KOHTPONG Tl SIKOCTI M
BULRIAIHACHIE BANOGHWIA NinuimLI NPOBRAGHO Y NOBHI% BIANOBIAHACTI 3 Brkoram GMP. BETEHOBIEHAMN MICLEIHM PEFYNATOPHAM ODFBHOM. & T3KOXK BIANORIANO 40 CNELMAINALIT, :
O MICTATLES B PEECTRAUNIHOMY LICCHE. FICOTORONK BUPOBHALTEA. NAKYRAHHA T8 aHANIZE YN NEPErMHYTL - BETAHOBIEHO BIANCBIAMCTL GNP . ;

Person, authorizing the batch release ! OcoBa, pianosinankta 32 sunycx cepii

[“ 5. Srinivasa oo | Manager QA L Y || BT

Name / Doissuie Position / Nocaga Signatore < Mignue Date of signature ¢ flava manmsaing

o

RESPIX®, fitm coated lablets Ne20 batch N2 EAA2300781 20fls2

Office : GV Chambers, 7-2-C8 & £8/2, .E., Sanathnagaer, Hyderahad - 500 (18, Teiangana, India. www.evertogen.com, CIN No. U24232TG2013PLC0R5349
Factory : Plot No: §-8, $-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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Evertogen Life Sciences Limited

O Evertogen

PECNWHCE, rabnreTrn, exputinfo Ha20 cepin Ne EAA24024B1

CERTIFICATE OF ANALYSIS N

CEPTHOIKAT Aanizy e 21CP24100830

Product name / Haasa npopyKuir: | RESPIX® / PECOUKC®

Pharmaceutical form { Nlikapciia topua: [ film coated tablels / raBneriv, BrpkTi NNiBKceokD OBONOHKOG

Strengih/polency / Chna pifaxrusnicTs: [ 200 mg (pr) /3G mg {ar)

Type and size of packaging / Bug i poamip ynaxoauu{ 10 tablets in biister, 2 blisters in a cardboard pack / no 10 ra6netox y Gnictepl; no 2 Gnictepy y Nawyi 3 KapToHY i

1 film coated tablet contain: acelyleysteine 200 mg, ambroxol hydrochloride 30 mg

ACHVE:SUBSEERCaS 1 LTSt pesOEtA: 1 TaBneTxa, Brpura no micTurh: auetsnyucreiny 200 mr, amGporceny rinpoxnoguay 30 mr

Manufacturer / Bupobini: [ Evertogen Life Sciences Limited { Ereprogxen flasich Cacreua Nimiren ‘J

Plot No: 3-8, 5-9, S-13/P & 8-14/P TSIIC, Phamma SEZ, Green Industrial Park, Pofepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India

Address { Aipeca: | vy £03, E.9, Ec-131T]l va Ec-141Ti Ti Ec Aft At L, Gapwa Ec | 3ev, I'pii inpacspian Maps, loneranai (31,
€nqepna {Em), MaxabyGuarap, Tenanrana, [H-509 301, |naia
Registration cerificate / Peectpaliiine nocainueHHs: | UA/M5549/01/01 Valid upfo / Jjiicre fo: | Unlimited term { HeoBrEXEHYA l
License No.  NMiyeHaln Ne: | 19MNIAPRHAIFIG : i
BachNe/CeplsMe: | EAAZ4O024BT | Baich size / Posuip cepit | 40000 pecis/ynar. J
Date of manulaclure f flata aupobHiyTBa: ! 1212024 | Explry dale /Tepmis npwgavrocti: I 1212026 ’
Test Acceptable crileria (at balch realize) Resutt
HaiitenyBastn noxasika Kpiirepil npsiiHATHOCTI { Ha BnaycH) Peaynbras
_I;;scripliun T Qrange coloured, round, biconvex, film coated tablsts, Comples [Binnozinae)

Kpyenl, asoonykni Tabnevey, expiri aBGNOHKOI NOMAPARYEBOT0 KONLODY.

ldentiﬂgaﬁon { lnennvthikania

The retention time of the principal peaks of ambroxat hydrochloride and
acetylcysteine in the chromalogram of the test and standard solutions obtzined
Ambrsot hydrochionds, Acetyloystsne during the test "Assay” shoulg be the same. Comges [Biaoslaze)
ANDDCHRCOMY RRANCHAR, AUSTHMCTER Yac yrpumansa nikie abpokcony riapoxnopyay Ta aueTunuecTeiHy Ha e
XPOMATOrpanax sunpoGoByBaHoro ) GTAHABPTHOTD PO3RMHIB, CTPHMaHKX Nig
4aC NPOBERENHR TecTy aKinskicHE BHIHEUEHHAY, NOBHHEH CRIBMANATH.

. Average weight / Cepegpn raca 300 mg (Mr) £5% 296.24 mg (Mr)
No more than 2 tablets of 20 may devials from the average weight £5% and no -547 (18
e : one Individuat fablet should deviate mere than £10%. 2
3:':%@'%:::‘;?;%’:: He Ginblue #nx 2 Tabnen is 20 MOXyTb MaTv BiOXUNEdNs Bl CEPeAHbOT Mack Ln(\; ?lrd)llc;uﬁrz) %
e Ginbwe wik 5% 7a Xo7Ha TABASTKE HE NOSMHKA MATK BiLXWNEHHA Binswe +0.82
L HIX +10% '
Disintegration / Poanapakia Mot more 30 minutes / He Ginble 3¢ xeuaud 02 min.{xa.} 19 sec {cex)
Dissolution / PosunneHnnA
; No less 70% {Q) of the labeled amount dissolved in 45 minuies
! Ambroxe! hydrochionde / Arposcory fapoaicia He menlue 70 % (Q) npotarom 45 ¥B. Bi0 3a9BNEHO0T KINLKOGTI 333HA4BHOT B 106 %
i poaainl «Crnagy. -

No lass 70% (Q) of the labeled amount dissolved in 45 minutes
Acetyysteina / Auevnuucte He renwtie 70 % (Q) npotarom 45 B, 81 3asBNEHCT KiNbKOCTH 3aIHaUEHOT 8 98 %
poagini «Crnags.

Uniformity of dosage unils / OpnopinnicTs A0I0BaHKX OAHHULE
Ambraxg! hydrochioride / AvGpo:oony rinpoxnopia Avs s 11.63
Acsiyoystene/ Ayananuycrsh AvV=15 6.80
Relaled substances / CynyvHi goniuki

Ambroxol hydrochloride f AmBponcony rinpoxnopsg

Any individualimpuidly / Byl dpmalyensha povira | Not more 0.5% / He Blasiue 0.5% —0f%
Tolslimpures /Baraa ks ALK Not more 1.0% 1 He Binswe 1.0% Y RO
RESPIXD, film coated tablets H:20 balch N2 EAA24024B1 ‘5} ) _"\ Toffa2
% El
2 i

3,

Office + GV Chambers, 7-2-C8 & £8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. 5330’1'52'01 085349
Factory : Plot No: §-8, 5-9, 5-13/F & 5-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (v}, ladcherla (M), Mahabubnagar, IN - 5097301, Telangana, India.




Evertogen

Evertogen Life Sciences Limited

PECTIUHC®, Tabnemu, axputi nfo Na2( cepls Ne EAA24024B%

Acetylcysteine / AueTunuucrati [

N, N-diacetyloystine / N, N-giausmnimsnin Not more 0.5% / He Ginswe 0.5% 0.08% - l
Any oy indiiduslimpuriy o : " I
By i HoyBinyanca poviua Notmore 0.2% / He Ginswe 0.2% 0.09% .
Tolatimpurties / 3eranta KnbHcTs AOMILOK Not more 2.0% [ He Ginbwe 2.0% 0.17% .
Assay J Kinutiche Bu3Hatenn
! ] From 28.5 myy to 31.5 mgitab. (95% — 405% of the label claim) g /tak.
) Ambroxel hydrochloride / Aubpokcony riaposnapua Bin 28.5 mr ao 31.5 mrfvabn. (95% — 105% sln sanenexcd kinbkocri) 2835 wiriTabn. o
[ . - From 190.0 mg to 210.0 mg/lab. (5% — 105% of the 1absl claim}) mg ftab.
Acalylcysteine / Auetunuporei Blg 190.0 e2r po 210.0 earfvaGn. (95% — 105% el sananexoi kinbkocT) A8 wrabn,
Microbiological purity f MikpaGionoriyna uncrota '
Total aerabic microbial count (TAMC) / 3arankHe uieno aepafius mikpoopratiamia (TAMC) :
| Not more 103 CFUIq / He Sinsie 10 KYO! | < 10 CFUIg (XYO)
Total combine yeasis/moulds count (TYMC) / 3aransHe Yucno APBRAKOBKL Ta NiCHRBKX rpubia (TYMG) .
Not more 102 CFUfg / He Ginswe 102 KYO/ 1 < 10 GFU/g (KYQir)
Escherichia coli Should be absent per 1 g/ He ponycxaetsca HaseuicTs B 1 7 npenapaty Absent (BincyTHi}
CONCLUSION { BACHOBOK

The tests ate pedormed in accerdance with MQC of the manufacturer that appraved by MoH of Ukralne.

In the gpinion of the undersigned the sample refered to abave is of standard quality is defined in the MQC.

| hereby certify that the above Information is aulhentic and accurate. This balch of product has been manufaclured, including packagingdabeling and quality control at the above-
menganed site in full compliznce with the GMP requirements of the local Regulatory Authority and with the specificalion avaftable In registration dossler. Producton, packaging and
anzlysis protacols were reviewed and GMP compliance was confirmed.

Bunpobysatia nposeaeni eianosinko Ao MKA Bupofruka, w0 saraepixeHi Hakaiom MO3 Yxpaikss.

3rigN0 BUCHOBKY HIWKYBRIANKCAHOIT, BUILEBKAIAHUM 3PAIOK MAE CTAHAAPTHI NOKaTHIKM AKOCT, nepeaBaven MKF.

Liwm 51 aacaiguyto, wo #asesena Buie indoprayia € A0CTOBIPHOIO Ya To4HOK. Lo cepit npoaykyi Gyna BUpOSNEHO0 (BKMIQHEIIM NAKYBAHHAIMAPKYBaHHHA) Ta NOHTRONE Tl AKoCH Ha
BHiyesazHaHenii Bupofiauiit AinHHLl npoBeReHo ¥ NosHiR BlAN0SIAHOCYT 3 BuMoraM GMF, BCTBHOBREHUMNI MCLEEMM DEMYNATODHAM OPFAHOM, 4 TaKOX BIANGBIRKO o chewudialy,
WO MICTATEER A pEECTPaUiRHOMY Aocse. TTpoToXONY BKPOGHHYTEA, NEKyBaHHA T2 aHanizis Gy nepernaHyTl - BCTaHOBNEHO RianoalgkicTs GMP,

[_ L Parson, authorizing the batch release/GcoBa, signoginantha 3a Binyek cepit N
| G Srinivasa Rao | I QA - Manager | | %/ | | 30-12-2024
Wame ! Bipiaguuge Paosilion / Mocapa Signalure / Nigne Dale of signalure f fata nignrcasm
RESPI®, fiilm coated tablets Ha20 batch He EAA24024B1 2olfa2

Office : GV Chambers, 7-2-C8 & €8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233TG2013P1LC085349
Factory ¢ Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma 5EZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India,




JAEPIKABHA CIIYIXBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npog. Hagii Ceitnuunoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IIPTIQY 37079055

BHCHOBOK
IPO SIKICTL BBC3EIOro B YKpainy jJikapchbKoro 3acoby

05.03.2025 Ne 11252/25/26

PECITHKC®

(najistenysams sicapeskoroe 3acoly ariane 3 peecTpauifinim NocniadeniiamM)
Tabxericl, BipuTi MIisKkoBo10 odoaonkore; mo 10 Tabuerox y Gaicrepi; no 2 6aicTepn y nayui
3 RAPTOLY

{(hopaa aKNyCKY, A0IYBOIILA, HIL TAKYBAHEA HIKAPCHKOro 3acoby)
Homep peccrpauifinoro nocsinuenns UA/15549/01/01 crpox it peecrpauiiinoro nocsiaucuns HEOOMemMEHHH
Cepis nikapcekoro sacoby Ne EAA24024B1 KinsxicTh nreaetioro nikapcuxoro saco6y 140

Biipobiik Esepromxen Jlaitdh Cacuens Jlimiten, [nais
{nafmenysalins supoGhika nikapeLkoro 3acody, Kpailia NoXoIKEHHS)

Bncseno B Yrpaiuy Tosapierso 3 ofaencenolo pignesinansicrio "OPIAHOCIH JITA",
inenT. won: 24377666

{naiimenysanna Ta kon 3a CAPTIOY 1opuantiol ocoGu abo npissnuie, iM'e, no Garurosi qGiznunoi
ocolu - nianpremua, 1 micue nponckpainia Ta peectpauifinni Hosep ofixonol KapTry naaTIMKa
nonarkins afo ccpis Ta HOMCP nacnopra}

Mporokon sisyansioro xoirposo sin 22.01.2025 N 101/01.10-25/14.
JTa6opaTopHuii aHaniz akocTi nikapcbKroro sacoby smificHeHu:

JII1 "Lienrpansra naGopartopis 3 ananisy skoeTi Aikapebkux 3acoGis i meauynof npoaykuii”
(M.KuTs, syn. Kyapsasceka 10r M.Kuis, syn. Kyapssesxa 8B Kuincoia obnacts, ¢. Hosi Iletpisui,
ey Ipanga ®panxka, 19)

(HaiveHy sauns Ta MicuesHaxoukerin nadoparopii, Wo nponena naboparTopHHi atrania sxocTi}

BiicI0BOK LWOKO AKOCTI JikapeLkoro 3acoby, Bugansi naGoparopieto sin 04.03,2025 Ne 0283

PesynhTaTH NaGopaTOPHOTo AHANI3Y AKOCTI NiKapcbKoro 3acoby 3a NepesipeHUMH MoKAIHHKAMY pignosinaoTs
RUMOFIM METOLIR KOUTPOMOC AKOCTI (auaniTiio-HopMaTueNo] aokymenrauii}.

32 pesyisTavaMy  LEpAABHOrG  KONTPONIO BCTANOBAEHO, 10  Jikape At saci6  mpoezeno ©  Yxpaiwy 3

AOTPUMAHHSIM BIMOr 3AKOHOAABCTEA LION0 3a6e3neHeHHA akocTi nikgesionx aacobis.
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AEPIKABHA CIOYIXBA 3 MIKAPCLKUX 3ACORIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haaii Ceitnuauob, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.va, Kog €APTIOY 37079055

BHCHOBOK
Npo SAKICTH BBE3EHOT0 B YKpaiHy JlikapchKkore 3acody
10.03.2025 N 11996/25/2611
PECITUKC®

(1miAsenynanug pikapeskoro sacoBy srifno 3 pecerpauiiiniy nocninuennan)
TabseTicn, BKpUTI IuIiBKonoro oGonoukoio no 10 Tadneror y Gaicrepi; 1o 2 Gaicrepnr y mayni 3
KapToiry

{{popma nunycky, N03yBanHA, BH NDKYBaHHR Nikapchkoro aacoGy)
Homep peectpauitinoro nocsizuenns UA/15549/01/01 erpox nit peecrpauiiinoro nocainuewns HeoOMeXeH Ui
Cepia nikapebkoro sacoby Ne EAA24024B1 Kinskicrs seesetioro nikapcexoro sacoby 10584

BnpoGrix Enepromren Jlak( Caencus Jlimiten, Innisa

(nakisenyuaits pupoBupxa aikapeskoro 3acoly, kpaliia NoXomxeHNs)

Bueseno o Yipainy TorapneTso 3 06meskenolo Bignosinaneuierio "OPFAHOCIH JIT",
imeur. won: 24377666

(uafinienysamig ta kox 38 EAPTIQY 10punntHol ocobn abo npissuiue, iM'g, no Garskowl isnuio]
ocobu - nianpHesu, ¥ Micue npoxHBasng Ta peectpauifuuii Homep oBnikonol xapTku nraTHUKa
noaarxin aGo cepis a Hosep nacnopra)

[TpoTokon sisyaneuoro konrpone sin 10.03.2025 M 734/01.10-25/4.

3a  pesyabTaraMmii  AGpKABHOTG  KONTPOMO BCTAHOBMENO, WO Jikapebkuil 3acib  soeseno B Vkpaiwy 3
AOTPHMAIIHSM sHMOr 3aKoHOAABCTRA WIEA0 3abezneueH A AkoeTi nikapepknx 3acobis.
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AEPKABHA CJYXXBA 3 JIKAPCLKHX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHF y m. KHEBI

npos, Hanii Ceitmuynot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPI10Y 37079055

BUCHOBOK
Npo AKkicThL BBe3eHoro B Ykpainy Jikapcbroro 3acoby
11.03.2025 Ne 12302/25/2611
PECIIHKC®

(mabisenypanus aikapcLkoro acofy 3rizno 3 pecctpauiititns nocsindenias)
TabaeTKki, BKPHTI rutikoBoro o6omonicoio no 10 Tabaerow y daicrepi; mo 2 daicrepn y mavni 3
KAPTOHY

{dhopma THNYCKY, J03YBANILA, BHA NAKYBAHHA NiKapChkoro 3acoby)
Homep peectpauifioro nocsinuenns UA/15549/01/01 crpox ait peectpauifinoro nocsinuenss HEOOMEmEHUHA
Cepis nikapeskoro 3acody Ne EAA24024B1 KinskicTs BBeseHoro sikapenkoro aacoby 24864

BiipobHik Erepromxen Jaiig Cacncus JliviTen, Inaig

(1tafiMerynaing oHpoGHKa Aixapeskoro 3acody, Kpaiha noxoLxenna)

Brezeno 8 ¥kpaiiy TosapucTno 3 o6mesxetoro pignosigansuiero "OPTAHOCIH JITA",
ineirr. wom: 24377666

(nadiaresynanis Ta koa 3a SAPIIOY 1opuanuiioY ocobu afio npizsuuie, iv'a, no Gatekosl pizusnod
0co6w1 - nianpreMLy, 1i Miclie DpoxcBaKNY Ta peecTpauiitnui Homep abaikonol kapTki NAaTIKA
noaarkis aGo cepis Ta 1OMCP NACHOPTA)

MpoToxon sisyansuore koutpomo sin 11.03.2025 N 767/01.10-25/3.

3a  pe3yawratamMi  AGMKABHOrO KOHTPONIC BCTAHOBACHO, IO nivapesxuil 3aciG  spesewo B Ykpalny 2

AOTPHMAHHAM BUMOr 3akOHOABCTBA WOAO 3aBe3ncuents akocTi JHK c/u.mx 2acobin.

Mukona XOJIOJEHKO
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