NTEPXKABHA CJYKBA 3 JIKAPCBKIUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KAIBCBKII OBJIACTI

npoB. Ceitnuunoi Hagif, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
PO SIKiCTb BBe3eHOT0 B YKpaiHy JlikapcbKoro 3acoby
26.09.2023 Ne 42053/23/1011
JOJIAPEH®

(HaliMeHyBaHHS JiKapchkoro 3aco6y 3riAHO 3 peecTpaLliifHuM NOCR AUEHHM)
tabaerku, Ne 100 (10x10) - no 10 Tabaerok y Gaicrepi; mo 10 GJicrepis y kapTonHii Kopo6ui
((opma BHIIyCKyY, HO3YBAHHS, BU/ NAKYBAHHSA JliKapchkoro 3acoly)

Homep peectpaniittoro nocsinuenss UA/1004/02/01 crpox aif peectpauiiinoro nocsimuenns 01.01.2099
Cepis nixapeskoro 3acoby Ne DA414 KinbkicTs BBe3eHoro nikapcbkoro 3aco6y 10

Bupo6uuK Ha6poc ®apma [1et. JITA., IHAis
(maitMenyBanHs BUPOGHUKA NiKApCbioro 3acoly, kpaiHa MOXOLKeHHS)

Baesero B Ykpainy ToBapucTBo 3 06MeskeH o0 BinnosiganbnicTio "Ap. Penai'c
JlaGoparopi3", inenr. kox: 37560808
(naitmeryBarss Ta kox 33 ELPTIOY ropumnusoi oco6u afo npiseume, im's, N0 6aTbKoBI HisuaHOT

0co6H - MiAnpremMus, 1i Micue NpoxKUBAHH: Ta peecTpalliituii Homep 061ikoBOT KAPTKK MIIATHHKA
nozatkis abo cepisi Ta HOMep nacnopTa)

Tporokoa Bisyanskoro kourposo six 30.08.2023 Ne 2650/5.

3a pesynbTaraMH  JEPKABHOrO KOHTPONK  BCTAHOBJIGHO, IO jikapcekuit  3aci6 BBeseHo B Ykpainy 3
I(OTpl/lMaHHHM BHMOT 3aKOHOAABCTBA 1LOA0 3a6e3reueHHs TKOCTi iKapChbKHX 3aco0biB.
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JEPKABHA CJIYKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. Caitmuaroil Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EPTIOY 37078774

BHCHOBOK
Npo AKICTb BBe3eHOro B YKpaiHy JlikapcbKoro 3acody

26.09.2023 Ne 41508/23/10

JOJAPEH®

(HaliMeryBaHHs Nikapeskoro 3acofy 3rilHo 3 peecTpauiiHIM MOCBiQUEHHSM)
tabaerkn, Ne 100 (10x10) - no 10 Taéuerox y Gicrepi; mo 10 6aictepiB y KAPTOHHiH KopoOui

(popMa BUMYCKY, 03yBaHH, BHJ NIAKYBaHHs JTikapebKkOoro 3aco0y)
Howmep peectpauititoro nocsinuenns UA/1004/02/01 crpox aif peectpauiitnoro nociauenns 01.01.2099
Cepis nikapcskoro 3acoby Ne DA414 KinbkicTs BBE3€HOrO Jikapeskoro 3acoby 19700

BupoGHHK Ha6poc ®apma ITer. JIta., Ingis

(HaitMenyBanHs BUpoGHUKa Nikapebkoro 3acofy, Kpaiia TOXODKEHHS)

Baeseno B Yipainy TosapucTBo 3 00MeskeHoko BianosinanbuicTio "p. Peani'c
Jla6opaTtopis", inent. kox: 37560808

(HaiimeryBaHHs Ta Koz 3a €JIPTIOY ropuanuHoi 0cobu abo npissuuLe, iM's, ro 6atbkoBi (isnunoi
0c06 - MiATpHeMLI, if Miclie MPOXUBaHHA Ta peecTpauiiiiuit Homep 061ikoBOT KapTiu niaTHHKa
rnozatkis abo cepif Ta HOMEp nacropTa)

TpoTokoa BisyansHoro koutpoo six 24.08.2023 Ne 2621/5.
JlaGopaTopHuit ananis akocTi Jikapcebkoro 3acoby 3aiHcHeH uH:

IITT "LlenTpanbHa 1a6opaTopis 3 aHamisy AKOCT JiKapchKux 3ac00iB i MmeauuHoOT npomyKuii"
(m.Kuis, Byn. Kynpsscbka 10r m.Kuis, Byn. Kynpsscbka 8B Kuisceka o6nacts, ¢. Hosi Ilerpisui,
ByJ1. Isana ®@paHka, 19)

(HaliMEHYBaHHs Ta MicLe3HaX0KeHHs JaGoparopii, o nposena na6opaTopHHUi aHai3 AKOCTi)

BHCHOBOK L0 SKOCT] JiKapehKoro 3acoby, Buxanwuil naboparopieio Bin 25.09.2023 Ne 1704

PesysibTaTi 1aGOPATOPHOro aHANi3y sikoCTi Nikapchkoro 3aco0y 3a NEPEBipEHMMH NOKA3HHKAMH BiANOBINAIOTHL
BUMOFaM METOAIB KOHTPOIO AKOCTI (aHAiTHHHO-HOPMATHBHOT 0Ky MEHTALLIT).

3a pesyJbTaTaMH [EpXaBHOTO KOHTPONIO BCTAHOBJIEHO, LU0 nikapcekuit  3aci6 BBeseHo B YkpaiHy 3
JOTPUMAHHSIM BHMOT 3aKOHOAABCTBA IO 3a0e3NeUeHHs sxocTi Jikapebkux 3aco6iB.
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NABROS PHARMA

Office: Nabros House, 3" floor, behind British Library, opp. Art
380008, Gujarat, India

PVT. LTD. -

‘Pharma Pyt Ltd,

Galary, Law Garden, Elisbridge, Ahmedabad-

Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, india,

Phone/Fax: 02694-277694/95

(The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTUPIKATIKOCTI

Cmp/Page 1of5

Ha3zsanpoayxuii: IIOJIAPEH@
Name of the Product:DOLAREN®

Kpaiua-supobuue: Tuais
Country-of the manufacturer: India

Cuaa piv/akTuBhicTs: lTabneTkamicTaTn:auxnodenaxy satpio 50 mr,
napaucramosy 500 mr
Strength/potency: 1 tablet contains:diclofenacsodium 50 mg,

Poamip Ta runnaxypanus: 10 tabnerok y 6nicrepi 110 10
GnicTepis y XapTOHHi# KOpoGUi 3 MapkyBAHHAM
YKPaTHCHKO0 MOBOIO

paracetamol 500 mg

Size and type of package: 10 tablets in 1 blister and 10
blisters in 1 carton marked by Ukrainian

Ne peectpauiiinoro nocsinwenns; UA/1004/02/01 rificre no 6e3cTpokono
Registration certificate Ne: UA/1004/02/01 valid till unlimited '

Jlikapeska opmas TabNeTKH
Pharmaceutical form: tablets

Cepist Ne;:DA414
Batch No: DA414

Po3mip naprifs 20000 Yrnakosox
Batch Size: 20000 - Packs

HAarasupobunurea:02/2023
Date of Manufacture:02/2023

Tepmin npuaarxoeri: 01/2027
Expiry date: 01/2027

Haiimenysanus, aapeca Ta Homep Jilensi¥ BUPoGHIKA T2 KOHTPOIIO

SIKOETI;

Name, address and numbers of the licenses of manufacture and quality

Ha6poc dapma [Ter, Jlta.

Cropseit Ne 110/A/2 Amir ®apm, [Dxeltn Ynacps, nobausy
sapony Koka Kona, H.X.Ne8, Kaxinypa-387411, Kxena,
Innis, No G/1559

Nabros Pharma Pvt.Ltd.

Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca

control:

Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,
Ne G/1559

-Ne 3/m/ Tecr/Test Pesysaprar/Result Crnenndikanis/ Specification

S. No , .

1. | Onue Kpyrmi,  nsoomykni,  apowaposi, | Kpyr,  nsoomykni, — ABOWApoBi,
Description fBoKonbopoBi ( 3 onHoro Goky Ginoro | ABokoMLOPOBi ( 3 oxHoro Goky Ginoro

KOJBOPY, 3 1HIOro GOKY ‘OpaHKEBOro | Konbopy, 3 iHWOoro GoKy OpamKeBoro
konsopy) tabmetkw. Ha nosepxHi|kompopy) TaGmerku. Ha nosepxHi
tabmeTok jornyckalotees Gimi Ta/ abo |Tabnerok momyckarotbes Oini Ta/ abo
TEMHO-OPaH)KEBi BKparIeHHs. TEMHO-OPAH)KEBi BKPATIEHHS.

| Round bicanvex double layer, two- Round biconvex double layer, two~
| colored(on side of white ,on the other | colored{on side of white ,on the other
hand —orange) tablets. White and /or | hand —orange) tablets., White and /or
dark orange inks are allowed on the dark orange inks are allowed on the
surface of the tablets. | surface of the tablets.

2, Inenrndixauis 1)Bignosinae 1) Ilosra dioneroBoro 3abapBrieHHs
o |mpu  B3aemopii 3 pO3UMHOM  Kafliro
Hdentification : Gixpomary,;

[Mapaneramon 2)Bianosinae 2) Vo . criextp /J;fifg)oz‘i'l/my,
STGHCT TRy 1 A fisKicHoro

dcri 242 HM

Y@ criegTpoM

paueTamMoIy.

a violet color
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NABROS PHARMA PVT. LTD. pmgnanes

Fharma Pvt, Lid,

Office: Nabros House, 3" floor, behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-
380006, Gujarat, India
Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,

Phone/Fax: 02694-277694/95
(The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTUDIKATAKOCTI
Cmp/Page 20f5

Paracetamol 1)Complies when interacting with a solution of
potassium dichromate.

’ 2) UV spectrum of the solution

2) Complies prepared for quantitative

determination in the region of 242 nm
should coincide with the UV spectrum
of standard paracetamol solution.

1)Binnosigae 1) VYrteopewns OGimoro ocagy 3
Hukrnopenax PO3UMHOM  Kalilo  AHTHMOHITY B
HaTpio NPUCYTHOCTI PO3UHHY Kasio
2)Binnosinae KapOonaty;

2) Yac yrpumanHs niky RuknodeHaky
HaTpilo Ha XpomaTorpami pO3YHHY
npenapaty,  MPHTOTOBJGHOTO  AIA
KIBKICHOTO ~ BW3HAYEHHS, MOBHHEH
| criBrianaTd 3 4acoM YTpUMAaHHA TiKy
AuKIotheHaKy HaTpilo Ha xpoMatorpadi
CTaHJApPTHOTO PO3UHHY.

1) Formation of white precipitate with

. .
Diclefencie sodiut 1)Complies _ : solytion of potassium antimonite in
' ' © | presence of solution of potassiun

2) C()mplies' carbona{e; : ; ; ;

‘ 12) Relative time of peak retention of

Diclofenac sodium on chromatograms
of a solution of a drug product should
coincide with time of peak retention of
Diclofenac  on chromatograms of a
| solution of standard preparation.

{Yac  yrpumanHs riky OapeHHKa
XKosuit  3axixm y BUnpoGyBaHOMY
posunHi mae OGytn B mexax + 1
XBUJIMHA BiI uYacy YTPUMAHHS nika
Gapsuuka  XobTni 3axig Y
CTAHAAPTHOMY PO3UHHI.

BapBHuUK yOBTHH.

Yellow 60/0” Rt i shodih within + 1
| M #t’ ¢ ; /on‘” ez SFpeak colour
‘n) (i ) ’?‘ e da;d solution.

Colour Sunset Reren/zon tzme peak in éz /et yellow

Cepenug Maca
TabneTku

Average weight of »64.7‘468 mr




NABROS PHARMA PVT. LTD. N,,lgc,

Office: Nabros House; 3" floor, behind British Library, opp. Art Galary, Law Gatden, Elisbridge, Ahmedabad-
380006, Gujarat, India
Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, Indla,

Phone/Fax; 02694-277694/95
(The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF OUALITY/CEPTIJZ(IIIKATHKOCTI
Cmp/Page 3 of5

tablet 647.68 myg

B Mexxax HOpMH 3 20 sunpobysauux  Tabnerok
JOnycKaeTeCs  He  Olmbie  JBOX
TaGNETOK, IO MAlOTh BIIXWIEHHA Bil
cepepuboi Macu Ginpue * 5%, npu
upoMy He moBHHHO GyTH OAHOT
TaGneTky, WO Mae BiXWIEHHS Bia
cepenHsoi MacH Ha =10%.

OnHOpiAHICTh MacH

1t is permitted to have NMT 2 tablets

Ung’fbrmily of Within limits that have deviation from average
weight weight more than = 5% out of 20

examined tablets, considering this there
| shouldn 't be any tablet which has
deviation from average weight on £10%

4

JliameTp TabneTkH 12,8 mm 20,2 mm (12,6-13,0 Mm)
Diameter of the 12.8 mMm 12,8 mm +0,2 mm (12,6-13,0 mm)
tablets 12.8 mm
} 5,2+0,2 MM (5,0-5,4 mm)

Bucora TabneTky | 5.2 MM

52 mm 5,2+0,2 mm (5,0-5,4 mm)
Thickness of tablet
CrivikicTs Tabnetiu | 6.51 kr/em’ , - He menuue 4 kr/cm’

2
10 poazasmoBanma | 6.51 kglem

NLT 4 kg/en’
Hardness
CrupaHicTb 0.34 % He Ginsie 1,0%
Friability 0.34 % NMT1,0 %
PosunHeHns , o
Dissolution P 7;"
AL
g;f;?;;:’;’l”/ 1 romury/NLT
3
TuknodeHak 3 ‘-' roauny/NLT

warpiro/ Diclofenac A 43 Ry

......
i




NABROS

PHARMA

PVT. LTD. ——

Pharma Pvt. L,

Office: Nabros House, 3™ floor, behind British Lib_rary,y opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-

380008, Gujarat, India

Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajlpura-387411, Kheda, India,
Phonel/Fax: 02694-277694/95
(The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTU®IKATAKOCTI

Cmp/Page 40f5

sodium 95.84 % 80% (Q) per 1 hour
9. Mukpo6ionoriysa | <100 KYO/r 3aranbHa KiNBKICTh aepobHuX
e _— <20 KYO/r mikpoopranizmis (TAMC): ue Ginble
1000 KYO/r
BincyrHi oo .
3aranbHa KinbKicTh APDIIVKOBHX Ta
nnicHsasux rpubis (TYMC): ne Ginblue
100 KYO/r
; Bincytuicts Echerschia coliB 1 T.
<100 cfu/gm ‘
Microbiological Total viable aerobic bacteria are to be
purity not more than 1000 CFU/g
<20 cfu/gm
Total viable yeast and mound are to be
not more than 100 CFU/g.
Absent Absence of Echerschia in 1 gm.
10. Kinskiche Ha moment Bunycky: 475 mr /rabi. —
BU3HAYEHHS - 525 mr/tabn. (95%-105% Bin 3asBneHOl
506,69 mr /Tabn KinskocTi)
[Tapaneramon
At the time of issue:
y At the time of release: 475 mg / tab. -
Ssay 525 mg / tab. (95% -1052 th
506.69 mg/Tab .’ mg / ta . (95% -105% of the
Pidveztmmol claimed amount)
MpoTarom CTPoKy npuaaTHocTi/
For expiration date:
450 Mr /rabn -550 mr /rabn (90% -
110% Bin 3asB1aeHOT KinbKOCTI)
450 mg / tab, -550 mg / tab. (90%-
110% of the claimed quantity)
Tacnodenax .STIT")}VTaﬁn -
Harpio ; 7 2
LA
Diclofenac sodium | 49,78 mg/Tab
7.5 mg / tab. -
-105% of the




NABROS PHARMA PVT. LTD. :Nabm,&

Pharma Pvi. Ltd.

Office: Nabros House, 3" floor, behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-
380006, Gujarat, India
Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No:8, Kajipura-387411, Kheda, India,

Phone/Fax: 02694-277694/95
(The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTU®IKATAKOCTI
Cmp/Page 5of5

claimed amount)
NpoTArom CTPORy npugatrocti/

45,0 mr /Tabn -55,0 mr /tabn (90% -
110% Bij 3aBJI€HOI KiJILKOCTI)

For expiration date:

45.0 mg/ tab. -55.0 mg / tab. (90%-
110% of the claimed quantity)

1l PosnananHs | 7 xBunun 45 cexynn He Ginse 15 xsunun
Disintegration 7 minute 45 seconds NMT 15 minutes

12, Busnauenns 4- | Binnosizae | He 6inswe 0,1 %
aMiHodeHoy
Test for purity 4- Complies NMT 0,1%
aminophenol

M.IL

Komenrapi: ymonu 36epiranus/rpancnoptyBasna nps Temneparypiniye 25°C

Comments: to be stored/transit at the temperature below 25°C .

3assa npo ceprudikauitoi«lluM g sacsiguyio, mo HaseacHa Buweindopmanis € OCTOBIPHOIO T2 TOUHOIO.
LrocepiionpoayKuiiyroBupobiieno,  BKAIOYAOUANAKYBAHHI/MAPKYBAHNSA, T4 TPOBSIEHO KOHTposb  limkocti Ha
BIe3A3HASCHI LY y nosHiftsianoRixHocri 3sumoramu GMP, BCTaHOBNEHUMUMICUCBHMPETYISTOPHUM OPTaHOM, &
TaKOAKBIANOBIAHO A0 Crieuudikanii, womictaTeca y peectpauifinoMynockekpaiu-iMnioprepa. [IporoxommeupobuuLrsa,
TIAKYBaHNA Ta ananisisGynoreperisHyTo Ta BeTaHOBACHOBIANOBIXHICTE GMP,

Certification statement: «l hereby certify that the above information is authentic and accurate. This batch_of producthas
been manufactured, including packaging/labelling, and quality control at the above mentioned site in f implianee WY
GMP rcqulremenls of the local Regulatory Authority and in accordance with the specificationsin th Zol aﬁb&p SieT 4
the importing country. This batch processing, packag,mg and analysis records were reviewed and g / 2 {
with GMP”
Hpissume Ta nocaga/38aHHs 0co0u, IKa BHAANAK03BIN HAa BAIyCKCePg

Name and position/title of person authorizing the batch release:

NAMRATA PATHAK ( Q.C MANAGER )

IMignuc ocobu, sika ‘Buuzinanoani_n Ha BUIycKcepii:
Signature of the person authorizing the batch release

Haramixnucannus:

Date of signature ‘ %3
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