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JIEPHABHA CIVIBA 3 JIKAPCHKIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI
1ipos. Hauii Ceimmrarof, 3, 02099, Ten. (044).295-26-85
E-mail: dls kyiv@dls. gov.ua, Kon €IIPTIOY 37079055
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‘Howmep peecrpauiituoro nocsinsenus UA/15503/01/01 crpox aii peectpauiiiroro nocsiguenns HeoOMexenuit

Cepis mikapcskoro zacofy Ne TAL23005B1 KinsKicTs BBE3EHOrO MIKAPCHKOTO 3ac00y 17280

Bapobuuk "'LBepTOJ:I)IceII JIM(}) Cacnens: JHimir e/l Ixmm |

(rabimerry Baxst BUPOGHHKA NKAPCLKOTO 3ac00y, rcpalﬂa IIOXOH}KG;HHSI)

‘Beescro B YKpainy Tosapucrso 3 ofmexenoro sinmosinansuicro "OPT AHOCIH
T, inenr. ko 24377666 S
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RAPTIN MNaTHHKA OAATKIB 400 cepist Ta HOMEp nacnopTa)
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3a pesynbTATAME  NEPKABHOTO. KORTpONIO- Berauomieno, o Jipdpdekuit 3aci6  Bseseno. B Vkpainy

DOTPHUMAHHAM BUMOT 3aKOHOAABCTRA HON0: 3A0E3TICUEHHS TKO1 ':"___i"_}ﬁ;];;i’.l{}?lfp ChKUX 3ac06iB,

o '_mcomi XOIIOI EI TK O

.. o'n'I:O'j). s (m nnc) (mu.mnn '1 a nplsnmuc)




Pl P e i e T T R e T R e

Pl ey i e e A 2 L T

o S i [l e e Y e g A e = it A e P et T e i T 0 A T e S e o it a S o L g g A

el Ml B P it ol o e Wit i e e o 8 e o e e R A ]

T A T e N P e

PECNUKC NO, aBneviit Ne20

Product name ! Hassa n_pmyﬁiﬁ'

Pharmaceutical form / fiiaptssa c{mpma'

'Sl*'e‘?glhfptilencyﬁl Cuna. ni’l'faKTHBH'I'GTB |

.-Rcliuesubstanpe_s_;'!—I{Ewu_i_--'peu_oa_nﬁm:z

Manufacturer / BupoBruk:

Addfess | Apeca:

cepl Ne EALZ30USBY
CERTIFICATEOF ANALYSIS . sinsoaxmican
CEPTU®IKAT AHAm3y: v 21CP23100580
RESPIXL® / PECTMKC 110

!ableis I mﬁnanm

60 mg (mr} 15 mg (Mr)'

L et

i 2l & o R

1 !,ablet cnntain ambrexol hydrochlunde 60 mg, Lnratadme 5 mg |
| 1 rabneka MICTUTS! awbpokcany ripoxnopuzy 60 wmr; noparaguiy § mr.,

| Evertogen Life Sciences: lelted ! Eaepmnmeu Nandy Caeﬂcuz Iiimre,u,

[Flol No: 5.8, 5-9, S-13/F & 5-14/P TSIIC, Pharma SEZ, Green Indusiral Park, Polepally (V), Jadoherla (M)

Mahabubnagar, Tefangana, IN - 508 301, India
Mrior Ne Ec-8, E¢-9; Ec-13/(Tiva Ec-14!ﬂt TiEc At AR CI, ‘Qapwma -k 3er, Mpid [Haacpian Napk, Norenanni (Bi),
e,qqepna {Em), Maxaﬁyﬁnarap, TenaHraHa - 509 301, IHais

Reglstration cerlificate / Peccipatiite fiocoiauenin; 'rumssosmﬂot | | Valid uplo / fiicheno: | Unilrnlled tem / Heoﬁmeﬁcennn
License NO';=I.'ﬂ:iL;eH31ﬂiNé:_, | '19!MN!AP120141F!G o
_B'atd_t_NQ'-!_:CEpl'ﬂ_’lNQ:-:- _ ) EAL230{}SB1 ....... | Batch size / Poamip cepil: | 20000 packs/ yrax,
Dale of manufacture /fjata BvpoGimyTea; 0912023 | Explry dale /Tepmin: npupamvocts; | 0912026
T Test Acceplable criteria (at release) | Result
_HaMeHyBaHHRA NOKA3HMUKE ] Kpuvepli npwiknmHocTi (Haunyck) | ____ Peaynerar
| - E(?thrnrhlle ruund flat, scored on ane side uncoated tabletes | -
Description £.Onuc 1 Tinocgt, ¥pyrni tabreew; maitke Binoro KOTIbOPY, 3 PHEKOIO Ha o,qmu CYOpOHI, Bea. Complies (Bianosinae)
N . 'nﬁonoﬂm . | |
Identification / inenmcplkayin , | | o L
h | | ‘The refention ime-of the principal peak of ambroxol hydrochloride in the chromalogram
_ - - of the test'and standard solutions obtained during the test"Assay” should be the same.
Arnbroxol hydrochloride  AuBporcory fupoxnopua | Mack yrpuatyaaHka nikia aMGHoKcony FdpOXiOpWAY Ha XpomaTorpanax Complies (Bianoeines)
BURPOBOBYBANHOrO | CTAHRADTHOrO POIHMHIB, OTPUMAHUX Nlfy HaC POBEAEHHA TeCTy
sKinokicHe BUIHaueHHsY, NOBKKH] criBNanaTH. o _
The retention tite of the pnncupal neaks of loratadine in the chmmalogram of the test
| - and standard solutions obtained during the test "Assay™ should be the same o ._
 Loratadine / Nopatague YHacn yrpumysana Nikis noparagusy Ha xpomarorpamax. sunpobosysauore Comylies (Binnosigae)
; 1 craufapTHoroe. PO3YHHIB, OTPUMAHHX' niA-vac npodegents TecTy «Kinbkiche
| | BM3HANEHHAR, noBuiHi crisnagay. _ SR B
Average welght 7 Cepegn maca | 180.0mg {mr) £7.5% B ' | 180. 79 mg(wr)
S o "No more han 2 Gblets of 20-may have a deviation from the average weight of mors than __
T 1 tfarenths mbeat . | +7.5% and no one tablet should not have-deviations of more than +15%. __ ..4-2'._88 o
Uniformity of weight/ QarapiaHicrs mack | He Binete wik 2 TaBnetion i3 20 MOKYT METW BIGXVNEHHA Bl cepeanbol Mach Binswe | ~1.88 %
- TR B . +7:5% T2 X0AHa TabNeTka He NOBMHHA MaTH Blllxunerdn Bintwe Hik £15%. e
__ ;i-nabﬂﬂinmpamcm ~{ Notmore 1.0%/ He &lnowe 1.0% o o | 006%
1| Disintegration/ Posnagasms .;'Notmore 15 minutes  He {iinbl.ue15 XBANMH, ﬁ | 5?8 rmin, {xa}
) :,DiSSOl_lI__l_iQn;{PO;I‘}‘HHEHHH_ | B o
T | | No less 75% (Q} within 45 minutes of the dectared quantlt}r specified in the section
1 .. - i ke "’Carnpnsﬂlon . b
| Ambroxal bydrachioride/ Avbporcony fapoxiopat | He menure 75 % (Q) nporarom 45:x8. sig 3a8BNeHOT KINLKOCTI 3a3HaveHaT 8 poaaini i 104 %
- | _SCwRERY.
) Noless 75% (Q) wilhin 45 mmules ol lhe declared quanhly spec;ﬁed in the sechan N
Loraladine / Jloparagud "Composition® 101 %
| N6 1710parey “He mexwe 75 % (Q) npoTairom 45 xs. a:,qaaﬂaneﬂm RiNBKOCTI aa3HaueHo! B poaaini i |
.,«ana,q}: ) | i i
- Uniforrmity of dasage units / OAHOPIAHICT AOI0BAHIAX OAUHHL - S -
__Ambroxolhydmdww@mmpmrmpmw 1 AV£150% o 3.23
_Loraladlne / HOpa'TanHH | Ayﬁﬁiﬂ% o i - 2.85

RESPIX L, tablets Ne20

batch Ne EAL2300581 e, . Toll32
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1 Life Sciences Limited

PECNKKC. ﬂ@. vabneTki Ne20 cgp_!n'Niz.E_ALZSGOEB*I
| Related qubstancesi Cynyml .qam:mun |
J Ambroxol hydrochlonde / Amﬁpor{cony ngpoxnopu,q - B | o
| na"mdud mmnlyfmumqyarm JONiLIA Notmore 0, 5%! He Emhme O 5%. i “ | 0,03%
tutalmptmhcs!saranmawm,qomw an mare O%IHe ﬁnnhum 1 U%_z o - 4 ' 0:.0_3';%
Loratadine / Jloparauq: . - ,W B L ) o | o
| rputy b povimaH Notmiore 0.1%/ He Binsuie 0:1% - 1 Not detected (He susonerc)
|| idividuatimpuly ipvmiyanerovias Not more 0.2%/ He Ginbiia 0.2%. o N 042%
ol impurities { aaransHa K KicT JOMLLKK Notmore 0.5%/ He Ginbue 0.5% 0.12%
| Assay KinbKicia BHanavieHHs | - . e
oot gocnygonpn | 0 SOnIEN % (S ombacln 510 yoraan
Lontadine ! floparagus ﬁg %stan::qgﬁggln (?55011110 0;"%: i&’iiiﬁi'eﬁii“éimu | 50 Eriri;%i
:M:crcb!ologlcal punty / Mmpcﬁtonorwﬂaqucmra |
a) Total aerobic microbial count (T AMC) J 3araane YUCAO aepoﬁnux Mif{pnopramamis (T AMC) N ) | |
o ‘Not more103 CFUig /. He Ginuwe 103 KYO/r . | ) <10 CFU/Q (KYOIr)
6) Total combine yeastsfmnulds count (TYMC) / 3araane uucnﬂ APIKIKOBUX TA NnicHAsKX rpurbis (TYMC)
| Nntmarew?‘ CFUfg 1 He Binbwe 102 KYOIr < 10 CFU/g (KYO!r)
a)_Esche;icﬂié;z;ﬁli | o Sh?_tﬂi he égsentper1 g/He RONYCKAETLCR mcm 3 rnpenapaTy : .Absent(ﬂmcym} |

| In the opinion-&f the undersigned the sample referred Lo above is of standard qualily is defined in the MQC.
1. F-hereby certify that the above information is authenfic and accurale: This balgh of product has been manufaclured, incltiding packagmgﬂabe!mg and’ qua! ty conteol at. the aboves

1-mentioned sitg in foll comphanoe with.the GMP- requitements of the_local Regula[ory Aulhonly and wilh the specification available i registration dossier, The batch processing, |
1 packaging and analysis records were reviewed - {found to bein compliance wilh GMP. |

1 JrigHo. ar.mwal{y HURU@MANKCEHOrD, BUUleBKa3aHMA 3pal0K MAg CTaRAAPTHI NOKATHUKY sikoeTi, nepeabaveii MK,

1 BLL{E3A3HNEHi BUpOBHA-IA AlnsHUL fiposBASHO ¥ NOBRIA aifinoaiikaCTi 3 BUNOraM GMP, BeTaHOBREHWMY MICIIERIM PETYRATOPHIAM QPIGHOM, 8 TAKOK slAN0RIHO 70 cheuudikani,

CONCLUSION / BUCHOBOK
The tests are performed in accordance with MQG of the manufactrer thal approved by MoH of Ukraine.

Bunpobysaks npaaene:—n gignosiaHo Ao MiGH BHDOﬁHHKB Wo 3araep.q:~xem Fakaom MO3 Vhpa“Hu

U s 3anaw¢ym. Li{0. HaBeasHa sruje hbopualia € nacroaipriom Ta TOMHOID. Ll:u cepiio HpoAyKUil Byrio nupoﬁnenn {BRouOwAKMH. naweammfmapxyﬂamm) Té KOHTPONL. T siKoCT!, Ha'_ -

1 wo MICTHTMH B peectpaumuomy .qncbc ﬂpomnc}nu BHPOSHHL{TBEI na:-:yaaHHﬁ Ta auan:ara Synu nepernﬂﬂyn BCTBHOBNEHO aagnomnmcrb GMF‘
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~ Postlion / Mlocana

RESPIX L, tablels Ne20

hatch Ne EAL2300581.
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Office’ + GY Chambers, 7-2-C8 & €8/2, |.E.; Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.corn, CIN No. U24232TG2013PLC0B5349

_Factory : Plot No: 58, §-9, §-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.



