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

o W




EPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCBKI OBJACTI

MpoB. Caitnuunoi Haaii, 3, M.KuiB, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IIPTIOY 37078774

BUCHOBOK
npo AKiCTH BBE3EHOr0 B VkpaiHy JiKapcbKoro 32c00y

26.09.2023 Ne 42061/23/10

JTOJIAPEH®

(saiiMeiyBarHs JiKapCbKoro 3acoBy 3riaHo 3 peecTpauiiHuM TIOCBiIMEHHAM)
ra6ierin, Ne 100 (10x10) - mo 10 Taéaerok y GaicTepi; 10 10 GnicTepiB y KapTOHHIM Kopoo i

((popma BHITYCKY, J03YBaHHs, BAIL TaKyBaHHs JKAPChKOro 3aco0y)
Howmep peecTpaLiiiHoro nocBifueH s UA/1004/02/01 crpox aii peecpauifinoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3aco0y Ne DA422 KinbKicTh BBE3EHOrO JiKapCHKOro 3aco6y 10

BupoGHHK Ha6poc ®apma Iler. JITA., Inpis

(nalivMenyBaHHs BUPOGHUKA JIKAPCHKOTO 3acoly, kpaina TIOXOAKESHHS)

Baeseno B Ykpaity ToBapHCTBO 3 0GMENKEHOIO siznosinanbnicrio " p. Penni ¢
JlaGoparopis', inent. Kox: 37560808

(naiimMeHyBauHA Ta KOJ 38 E€IPTIOY topuanHHOT 0coGH 260 npi3BHLIE, M3, 10 6aTbKOBi izndHOT
0co6H - mianpHEML, i Micue POIKMBAHHA T2 peectpaifiHii HOMEP 061iK0BOT KapTKH NaTHAKA
rioaarkis abo cepis Ta HOMEP 1acriopTa)

TpoToKO/ Bi3yanbHOr0 KOHTPOLIO sin 30.08.2023 Ne 2650/13.
JlaGopaTopHui aHaji3 4KOCTI JliKapchbKoro 3aco0y 3nifcHeHNH:

JIT "LienTpanbHa naGopatopis 3 aHanisy 4KOCT TiKApChKUX 3ac00iB i MeMUHOT TTpoayKLLi"
(m.Kuis, Byn. Kyapsscbka 10r m.Kuis, Byn. KyapsscbKa 8B Kuiscbka o6nacts, ¢. Hopi ITerpiBLi,
pyn. Iana Ppanka, 19)

(naiiMeHyBaHHs T2 MiCLIE3HAXOLKEHHS naGoparopil, 1o nposena naGopaTopHuii aHaii3 IKOCTI)

BHCHOBOK OO AKOCTI JiKkapebKkoro 3acoby, ByanHit naGopaTopiero Bilt 25.09.2023 Ne 1709

PegyaibTaTi 1ab0opaTopHOro anaiizy AKOCTI JIiKapChKOro 3aco6y 3a NepeBipeHMMH NOKa3HUKAMHU BignoBigalnTh
: SNCO1iB KOHTPOJTIO SKOCTI (aHaniTuqHO—HopmaTuBHo'f OKyMeHTaLLil).

[epKABHOTO  KOHTPOJIKO BOTAHOB/EHO, 1O  JiKApChKUH saci6 BBeseno B YkpaiHy 3

4Vl BMMOT 3aKOHOAABCTBA LWIOJO0 1aGesneyeHHs SKOCTI IKapChKuX 3aco0iB.




NEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCHKINA OBJACTI

npos. CBiTAMYHOL Hapii, 3, m.Kuis, 02099, tes/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
npo siKicTb BBE3EHOr0 B YkpaiHy JIiKapcbKoro 3ac00y
26.09.2023 Ne 43953/23/1011
NOJAPEH®

(naiimeHyBaHHs nikapcbkoro 3aco0y 3FiIHO 3 peecTpauiinHum TIOCBIAUEHHSM)
Ne 100 (10x10) - mo 10 taénerok y GaicTepi; Mo 10 GiicrepiB y KapToHHii Kopooui

(popma BuITyCKY, I03YBAHH, BUJ TIAKYBAHHS! JIKAPCHKOro 3aco0y)
Homep peecTpaLifHOTO HOCBIAUEHHA UA/1004/02/01 crpox aii peectpauiitoro nocsinuenna 01.01.2099
Cepis nikapcskoro 3aco0y Ne DA422 KinbKicTb BBE3EHOTO NiKApChKOTO 3ac00Y 9850

Bupo6HuK HaGpoc ®apma [er. JITA., Inpist

(naliMeHy BaHHS BHPOOHMKA NiKAPCHKOTO 3aco0y, kpaina FIOXOIIKEHHS)

Baeseno B Ykpainy ToBapHCTBO 3 0OMEKeH 010 BiMOBIAAJIBHICTIO "Jlp. Peani'c
Jlaboparopis'', inent. Ko 37560808

(naliMeHyBanHs T KO 34 €prioy JOpUAKIHOT ocoBu abo npizBHile, iM's, 110 6aTbKOBi (pizuunoOl
0cobu - nignpuemus, i MicLEe ITPOXKUBAHHSA Ta peempauimmﬁ HoMep 0611iKOBOT KApTKH [JIaTHHKA

nofaTkie 260 cepis Ta HOMEp nacropTa)

[poToKOs Bi3yaabHOr0 KOHTPOJIIO sin 06.09.2023 N 2770/8.

3a pesynbraTamMmu HepKaBHOTO  KOHTPOIIO BCTAHOBJIEHO, 11O JIKApCHKUA 33ci0 BBE3CHO B Vkpaidy 3

JAOTPHUMAHHAM Bumor 3aKOHOABCTRA 10O 3a0e3neeHH 4KOCTI MiKapcbKMX 3aco0iB.

ijy;;c(in . Tpuna [TAJIAMAYP

AepKaBHOIG KOl TPQiI) (inindanm T Hplssme)
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NABROS PHARMA PVT. LTD.

Office: Nabros House, 3" floor, behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-
380008, Gujarat, India S
Factory: Survey No.110/A/2 AmitFarem, Jain Ugasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, india,
Phone/Fax; 02694-277684/95 .

(The Drugs & Cosmetics Act 1840 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTI/I@IKATSIKOCTI '
Cmp/Page 1of5

Haseanpouysxuii: JOJJAPEH® - Kpaina-supobumuc: Innix

Name of the Product: DOLAREN® Country of the manafacturer: India

Cuna Qi/AKTHBHICTD: LTa0NETKAMICTATEAMKIO(EHAKY HaTpio 50 M, Poswmip Ta Tunnaxypasts: 10 Talierox y Snicrepi no 10
napaueramony 500 mr Gaictepis y xaproHHil Kopobui 3 MapKyBaHHEM
Strength/potency: 1 tablet contains:diclotenacsodium 50 mg, YKPATHCHKOIO MOBOIO

paracetamol 500 mg

Size and type of package: 10 tablets in 1 bligter and 10
: bilsters in'1 carton marked by Ukrainian

Ne peccrpauiiinoro nocsiguensisi: UA/ 1004/02/01 miicre no 6ecTpokoso | Jlikapebka dopmat TabneTH

Registration certificate Ne: UA/] 004/02/01 valid till unlimited ’ Pharmaceutical form: tablets

Cepis Ne:DA422 ) Poamip naprii: 10000 Vaaxonox

Batch No: DA422 _ | Batch Size: 10000 _Packs

Harasupobuuurea:03/2023 . | Tepmis npupataocti; 02/2027

Date of Manufacture:03/2023 Expiry date: 02/2027

Hatimenynauus, gapeca va somep Jinensit BHpPODHIKS T KOHTPOIIO - Hatpoc ®apma [Iat. JItd.

AKoCTi: . Cropaeis Ne 110/A/2 Aumit Dapy, Towesin Y macps, nobmzy
sapozy Koxa Kona, H.X.Ne8, Kamxinypa-387411, Kxeaa,
Trpis, Ne G/1559 -

Nante, address and numbers of the licenses of manufacture and guality |Nabros Pharma Pvt.Ltd.

| control: : * { Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca
. .o Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,

Ne G/1559 ) ;

-Ne 3/n/ Tecr/Test © PeayiinTar/Result Crenndixanis/ Specification

S. No

1. Onue Kpyrui, ABOOTLYIJI, eomaposi, | Kpyrii, IBOONYKJH,  JBOLIAPOBI,

Description meokossoposi ( 3 oaHoro Goky Ginoro aBoKoNBOpoBi ( 3 ogHoro Goxy 6inoro

KOJBOPY, 3 IRINOTFO GOKY OPAMKEBOTO | KOIbOPY, 3 irmoro GOKy OpaHKeBoro
KOJBOPY)  TabyerkiL Ha nopepxdi|konsopy) Tabnersu. Ha NOBEPXHi
TaGeToX KOMycKatoThea Gini Ta/ abo | TabreTok momyckaorhes 6in Ta/ abo
TEMHO-OPaHKEB1 BKPAIUICHHA. TEMHO-OPAHKEBi Bxparmeumf

Round biconvex 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 for | hand ~orange} tablets: White and Jor

dark orange inks are allowed on the dark orange inks are allowed on the
surface of the tablets. surface of the tablets.
2. [nenrudikanis 1)Bianosinae ' 1) Tlossa (ioneroBoro 3abapereHHs
o Opu  B3AEMOAI 3 . POIYMHOM  KaNio
Identification HixpoMary,

[Tapaneramosi 2)Binnosixae




NABROS PHARMA PVT. LTD. .

PRermsAvE Lid.

Office: Nabros House, 3" floar, behind British Library, opp. Art Gatary, Law Garden, Elisbridge, Ahmedabad-
380008, Gujarat, India .
Factory: Survey No.110/A/2 AmitFarm, Jain Upastya, Near Coca Cola Factory, N.H, No.8, KaJipura-387411, Kheda, India,
Phane/Fax; 02694-277694/95

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

CERTIFICATE OF OUALITY/CEPTI/I(I)IKATSIKOCT 1
' - Cmp/Page 20f5

Paracetamol 1)Complies ~—Twhen interacting with a solution of
K 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)Bianoeizae 1) VYrsopemun OGimoro ocagxy 3
Huinodesak : POGMHHOM  Kaiito ~ AHTHMOHITY B
HATPIO TEpHCYTHOCTI POIYHHY xaniio
kapboHary,

2)Binnoginae

2) Yac yrpamanns miky maciodenaxy
HATPil0O HA XPOMATOTPaMi PO3UAHY
npenapary, ~ NPUFOTOBNEHOrO ULt
KinpkicHoro  BW3HAYEHHS, IOBHHEH
cnipnafaTy 3 HACOM YTPHMAHHS MKy
nuxiodeHaKy HaTpiio Ha xpomarorpadi
 CTaHJIRPTHOTO PO3HHHY.

1) Formation of white precipilate with
solution of potassium antimonite in
presence of solution of potassium
1 carbonate;
2) Relative time of peak retention. of
Diclofenac sodium on chromatograms
of @ solution of a drug product should
coincide with time of peak retention of
Diclofenac  on chromatograms of ¢
STAHA % solution of standard preparation.
BapBauK xOBTHH HORIRAEM 7o 42 Uac yrpumarMs miky  Oapsrumka
: ® Wopnit saxig y BUIpoOYBAHOMY
2O ' "|posumHi Mac Gyrn B Mexax T 1
3 M‘W& ‘ ;&mﬁ. 23 ‘ XBUIMHZ BN H©acy YTpHMaHHA THka
\ﬁ“‘@\“z}'ﬁ% o & A Gappumka  OKopwi © saxin Y
: CTRHIAPTHOMY POZUHHL.

1)Complies
Diclofenac sodium

2) Complies

Colowr Sunset Co 99-Q

peak rifzj;gmset yellow
Yellow "

wylion ;sﬁg%di'be within =11
toigime \of peak colour
Siumstandard solution.

Cepenasg maca
TabReTKy

Average weight of G49.91 mr

\ &' ™ Z s
’ 2% Y ) ﬁi“ /r
i SICN - %
WAKRA, R BN
N - B
A"V g’y ‘ .
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NABROS PHARMA PVT LTD.

Office: Nabros House, 3% floor, behind British Library, opp. Att Galary, Law Garden, Elisbridge, Ahmedabad-
380006, Gujarat, india
Factory: Survey No,110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factary, N.H. No.8, Kajipura-387411, Kheda, Indla,
Phone/Fax: 02694-277694/95 ' . ' .

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

CERTIFICATE OF QUALITY/CEPTHRIKATIKOCTI
Cmp/Page 30of5 ‘

tablet 649,91 mg

Onnopignicts Mack | B Mexax HOpMH 3 20 penpolysaunx — TabmeToOK
ponyckaeThes  He  Obiplie  ABOX
TABIETOK, IO MaiOTh BiXXWICHHA Bid
cepennsoi mack Oineme £ 5%, Yipu
LbOMY HE * OBRHHO OyTu KOZHOI
TabNeTkH, IO MaE BIIXWIGHHA BiJ
cepeauboi Macu Ha +£10%.

' _ It is permitted to have NMT 2 tablets
U"ff ormity of - Within limits ) ' that have deviation from average
weight e weight more than + 5% out of 20

' examined tablets, considering this there
| shouldn 't be any tablet which has
deviation from average weight on x10%
Jliametp TabneTku , 12,8 mm 20,2 MM (12,6-13,0 mm)
Diameter of the 12.7 MM ' _ 12,8 mm +0,2 mm (12,6-13,0 mm)
tablets 12.7 mm o
. 5,2+0,2 mm (5,0-5,4 mn) -

Bucorta rabnerky 57 MM
, : 52 mm ] 5,240,2 mm (5,0-5,4 mm)
Thickness of tablet
Crifikicts TabneTky | 7.63 Kr/eM” ' He menute 4 kr/em’
110 posgasmoBarns - | 7.63 kg/ om’ -
Hardness
Crupasicts 0.21 %
Friability 0.21%
PosuiHeHHA . N8, %05
Dissolution ' 5 ”‘ﬂﬂ:’% il

' & P WHEHD I K7
MMapaueramon/ : , ¥ *““ﬁ?%%“’”mﬁ N %
Paracetamol 94.68 %
Juxnopenax
gatpio/ Diclgfenac




NABROS PHARMA PVT LTD.

Offfice: Nabros House, 3" floor, behind British Librasy, opp. Art Galary, Law Géxrden. Elisbridge, Ahmedabad-~

380008, Gujarat, India ,
Eactory: Survey No.110/A/2 AmitFarm, lain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, indig,
Phane/Fax: 02694-277694/95 ’

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

. - PhRAma PVE. Ltd,

CERTIFICATE OF OUALITY/CEPTHOIKATAKOCTI
Cmp/Page 4of5

sodium 96.88 % 80% (Q) per 1 hour

MukpoGionorivpa | <100 KYO/T ;! ‘ 3aranpHa KLIBKICTH aepobHMX
HHCTOTA <20 KVO/r mikpoopranizmis (TAMC): ue 6inbiue
' 1000 KYO/r
Biacyrni a3 .
: 34aranpHa  KITBKICTE  APBKIDKOBUX 714
moicnsisuy Tpudis (TYMC): ne Ginsme
100 KYO/r

Bincytaicts Echerschiacolis 1 1.
<100 c¢fu/gm ‘

Microbiological ‘ 1 Total viable aerobic bacteria are fo be

purity : A 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 I gm.

10.

Kinekicue ' Ha MomenT Banycky: 475 Mr /tabn. —
BU3HAYEHHS 525 mr/Tabn. (95%-105% sin saasaeHol

494.93 wmr /Tabit «iBxocTi)

HapatieTamosn
At the time of issue:

Az" the time of release: 475 mg / tab. -
525 ‘mg / tab. (95% -105% of the
claimed amount) -

Assay

494,93 mg/Tab

Paracetamol

MpoTATOM CTPOKY NpUAATHOCTI/

For expiration date:

450 mr /a6 -550 mr /rabn (90% -
110% Bix 3asBneHOT KINBKOCTI)

1450 mg 7 tab. -550 mg / tab. (90%«
110% of the claimed quantity)

Huinodenax
HATPIIO

Ha MoMEHT BIITYyCKY: /11./7'.:5)3@ /Tabn. —

52 APy 05%-105%Bin
24 ‘ﬁ?‘ FTRED Y

Diclofenac sodium | 48.75 mg/Tab e
' 421 47.5 mg / tab. -

“ipH% -105% of the |




NABROS PHARMA PVT. LTD. B

Office: Nabros House, 3" fioor, behind British Library, opp. Arl 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, Kalipura-387411, Kheds, India,
PhonefFax; 02694-277694/95 :

' (The Drugs & Cosmietics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTH®IKATAKOCTI
Cmp/Page Sof5

claimed amount)
MpoTArom CTPOKY NPMAATHOCTY

45,0 Mr /Tabn -55,0 Mr /tabn (50% -
110% Bin 3asgBaeHOl KUTBKOCTI)

For expiration dote:

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

1. Posnagasss . $ xpwnud 32 ceKyHA He Cinsrue 15 xpasnd
Disintegration 8§ minute 32 seconds C | NMT 15 minutes
12. Busnauenns 4- Bianosigae g . He 6ineme 0,1 %
amio(peHory '
Test for purity 4~ | Complies NMT 0,1%
aminophenol '
M.IL. .

Komenvapt: yMOBH 36€piraHs/TpaHCroPTYBRHHEA NIPY TEMICPary PIHIDKE 25°C.

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

3ansa npo ceprrdiranitoi«llum 1 3aCBlIUYI0, W0 HABCACHA pumeindopManis € XOCTOBIpHOIO T& TOUHOIO.
Llrocepironpoaykiibyaosupobiero, BKIOUAIOYHNAKYBANHA/MAPKYBaHI, T& TPOBCACHO  KOHTPOIL finkocti Ha
pAmesasHauediliinnunl y nosHikBlAnOBinHOCT! 3pMMoraMy GMP, BCTAHOBIEHUMUMICHEBUMPETYJIATOPHUNM OpPraHoM, a
akoxBianosizNo Ao cnenndikanii, wOMICTSTEC Y PECCTPaLiMHOMY HOCHERPATHH-IMITOpTEPa. [TpOTOKOIMBHPOOHHUTER,
naKypans 14 aRaizip0y10neperisHyTo Ta seraHosneHosinoBixHicTs GMPy,

Certification statement; «I hereby certify that the above information is authentic and accurate. This batch of producthas
been manufactured, including packaging/iabelling, and quality control at the above mentioned site in full compliance with
GMP requirements of the local Regulatory Authority and in accordance with the specificationsin the registration dossier of
the importing country. This batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP” ' ’

IpispHIne T4 HOCAAA/3BAHNS 0CO0H, IKA BHAATATO3BII HA BHILYCKCepil:
'Name and position/title of person authorizing the batch release:

NAMRATA PATHAK ( 0.C MANAGER)

Tlignnc oco6u, AKa BHAAIAX03BII HA BHIYCKCepil: &Mﬁlny% /4//: J
: ; = S T T T T K
Signature of the person auipgiiiig.rne batch release fg;};’;«& Hour Ay ik
. R z\s}ﬁléiilm« S
e

Jataripnucanus:

Date of signature




NABROS

Office: Nabros House, 3™ floor, behind British Library,

380006, Gujarat, India

Factory: Survey No.110/a/2 AmitFarm, Jain U

PHARMA

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

PVT. LTD.

opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-

¥

FRCE i Lo
o Tsrli Pharma Put. iid.

pasrya, Near Coca Cala Factory, N.H. No.8, Kajipura-387411, Kheda, India,

CERTIFICATE OF QUALITY/CEPTUDIKATSIKOCTI

Cmp/Page 1of5

Hazsanpoaysuii: JQJIAPEH®
Name of the Product: DOLAREN®

Kpaina-supobum: Liain
Coualry of the manuflacturer: India

Cuna gitfaktugnicTs, ]Taﬁne‘rlca.\xic‘ru'n.:,u:-l[cno(]mumcy Harpito 30 wr,

napaueramony 500 ar

Strength/potency: | rablet containg:diclofenacsodium 30 me.

paracetamet 500 mg

Posmip ra ranrarynannse: 10 raéneror y Biicrepi no 10
Galicrepin ¥ kaproruill kopodii 3 MAPRY RIS
YRPATHCLROIO MOBDIO

Size and type of package: 10 whlels in [ blister and 10
blisters in | carton marked by Ukrainian

N pecerpauiiinore noceinacuus: UAZ1004/02/G] Aificre 1o Geacrpoxoso
Regisiration certifieate No: UA/1604/02/0 | valid Lifl unlimited

Jlicapesca hopain: radnerin
Pharmacentical form: tablets

Cepia Ne:DA443
Batch No: DA443

Poamip naprii: 20000 Yiakconox
Batch Size: 20000 Packs

Harasupobuyurea:08/2024
Date of Manufacture:08/2024

Tepmin npuaarneeri: 07/2028
Expiry date: 07/2028

Haiimenyauun, agpeca a mome

sIKOCTi:

Name, address and numbers of the licenses of man ulacture and quality

p sivewsii snpodiinea ra KOUTPONIo

Habpoe drapata Mo, N,

Cuopoell Mo 110/A72 Asiiv Gapar. Tirein ¥macpa, nodnay
sasony Koxa Kosa. H.X.Ne8. Kasukinypa-387411, Kxenn.
tunisg. Ne G/1359

Nabros Pharma Pyl i,

control: Survey No. T TOAAZ2 AmitFanm, Jain Upaseya. Near Coea
Cola Factory, N, No 8. Rapipura-387.00 Kheda, lndin,
No (31539
-No 3/n/ Tecr/Test Pesyavrar/Result Crienrdianis/ Specilication |
S.No
1. Onuc Kpyri. NBOOTYKIH, Asowaposi- { Kpyrii. ZBO0NY KL LBOIAPOBI
Descriprion ABokoNLOPoEi (3 onnoro Goky Ginoro ABOKONBLOPOBI (3 OAROrD GOKY Bioroe
KOALOPY, 3 tHWOro §OKY OpariKeroro KOABOPY. 3 IHWOrC GOKY Opatkesoro
Kombopy}  rabnetkuw.  Ha  nosepxii | kon bOpy)  TabaeTku.  Ha  nosepxwi
Tabnetok nonyckalothes Gini Ta/ aBo | Tafaerox lonyeraworses 0irni ta/ abo
TEMHO-OPAIKEB] BKpanneHms, TEAHO-OPAHIKERT BIPANIIEHTIS,
Round biconvex 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 for
dark orange inks are allowed on the dark orange inks are allowed on the
surface of the tablets. surface of the tablets.
2. Inenrudicauis PBianosinas 1} Tlosisa v(f)iu,—'ucmmnn SRR 5

ldentification

[Mapaueramen

2)Binnosinae

NPH B3AEMOJIT 2 pOsiunoN R0
DixpoyvaTy:
23 ¥ U

AprroTosieny 5

obsaeTi );"]3;‘

BHIHAYEH Y o i3 At
FIOBHHEH I 1§|“ '{M’@d) CIe DO
1HE » B g ”
g 1:?5'é EJ’:’{[E

PO3UMHY CTA

Q
{} The appea¥g

£
%THDI“D fre
9]

[AX. QAL LET

e510a1e s 1o oyl




NABROS

PHARMA

PVT. LTD.

Office: Nabros House, 3™ floor, behind British Library, cpp. Arl 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: 02694-277694/85
{The Drugs & Cosmetics Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTURIKATHKOCTI

Cmp/Page 2 0f5

Paracelaniol

HiConmyplies

2) Complies

when interacting with a solution of
potassium dichromate.
2) UV spectrum of the solution
prepared for quantitative
determination in the region of 242 nm
should coincide with the UV spectrum
of standard paracetamol solution.

Huknofenar
HATPIIO

Diclofencc sodium

bapeHuk soBTH

Colour Sunset
Yellow

Cepeann maca
Tabnerku

Average weight of

1Bianosigac

2 Binnoeinae

DConpl ies

2) Complies

sofution of stendard proparoiion.

Bi umo:..l rld(

Complivs

655.83 mr

1Y VYreopewws Sinoro  ocamy 3
PO3UMHOM K10 AHTHMOHITY B
[PUCYTHOCTI PO3HHEY Kanio
kapbonary;

2) Yac yrpumades niky AHKAO(PEHARY
HATPIIO HA  XPOMATOrpami  pPO3UHRY

npenapaTy. APHIOTOBALHOTO S
RIALKICHOrO  WHIHANELS,  LOBHHEH
CHIBIALATH 3 UACTM  VIPMMNARIG 1KY

AMRAOHEHARY HATPIO Ha XpoMatorpai
CTARAAPTHOIO PO,

[0 Farmioiion of svlidie precipitaie witly
sofudion  of  polassionl cgulpionine
presence  of  solutic of  poiussiun
ecarhonaiv,

20 Relaiive time of peak reiciion of
Diclofenac sodium on chiromatograms
of « solutivii of a druyg product should
coincide with time of peak retention  of
Diclofenae  on clionatograms of

Mac NTIPESENNI Y A phinED
Karmait sty v minpods ey
PORCSIHE Mae OV B Alseas |

NEMAMHE  BLT 000y N CPHNH TUKA

- B 2 s :
Daprinica NIV RN 5
CTAHARPTHOM Y DO

/
fnm; Im:u u/ S n‘ég f'uuf

2 W!}R’ﬁ”‘ﬁ”" - u.uy .
};é\ )

mirife 1o
sunsel velk
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NABROS PHARMA PVT. LTD.

o T Yo o w
P IR A LT RS

Office: Nabros House, 3 floor, behind 8ritish 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: 02694-277694/85

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

CERTIFICATE OF QUALITY/CEPTHORIKATSIKOCTI
Cmp/Page 3 0f5

tablet 655.83 mg

Onnopiavicte Mack | B mesmax nopsu 3 20  euopobysanux  Tabnerok
JlonycKaeTscs  He  Oifbwe  ABOX
TaONETOK, U0 MAICTL BIAXHICHHS BIA
cepeannoi Mac Hiuewe * 5%, apw
UBOMY HE NOBMHHO OyTH  xoaHOT
TAONETKY, 1O Mac BIAXHAEHHA BIA
cepeaHLol mack na k0%,
iis permitted 1o have NAT 2 tablets

Uniformity of Within limits that have deviation from average

weight weight more than = 5% out of 20
examined lablels, considering this there
shouldn’'t be any tablet vehicl has

o deviation from average weight on +10%

HiameTp Tabnerin 12,8 veas £0,2 am (12,6-13.0 aint)

Diameter of the 12,74 am 12,8 mnr £0.2 vmn (12.6-13.0 1)

tablets 12.74 mm
5.2:00.2 am {5.0-54 aea)

Bucora Tabnerku £ s
5y 202 3. 0-3,4

. 3250.2 impr 05.0-34 i

Thickness of tablet

= 7 T
CriiikieTs Tabnerxu | 8.03 xricm Fle stere 4 kricw

2
zo pospaenopanns | 8.05kg/em ) ,
NLT o kglem®

Hardness o
Crupanictb 0.47 % He Guaswe 1.0%
Friability 0.47 % NMT1.0 %

Poswawerns | e .

Dissolution

[apaueranon/ He menue PO it 'ZJIZVR"U%I'II‘H‘\ VA
Paracetamol 97.09 % 80% (0 pd %,%l - f%(jlllggh ;T

Huinogenax FHe mermme §
narpi/ Diclofenac

q\\ﬁRM‘?

A 2
S (khitpura)
% »

Vi S

sslod!




NABROS

Office: Nabros House, 3™
380008, Gujarat, India

PHARMA

PVT. LTD.

floor, behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-

Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola
PhonelFax: 02694-277594/95
(The Drugs & Cosmetics Act 1940 & The Rules there under)

Factory, N.H. No.8, Kajipura-387411, Kheda, India,

CERTIFICATE OF QUALITY/CEPTUPIKATSIKOCTY

Cmp/Page 4of5s

sodium 102.43 % 80% (Q) per I hour
9. MukpoGionorivuna <100 KYO/r 3aransHa KiMbKicTh acpoluix
YHETOTA <20 KYO/r mikpooprawisaie (TAMC): we Binbwe
1000 KYO/r
Bincyrmi . S .
3araawbha  kinbkicrs  ApimKOBMX Ta
nnicHsEux rpudis (TYMOC): ne Ginpwe
100 KYQ/r
BincyTnicts Echerschiacolin I r,
<100 cfu/gm
Microbiological Total vieble verobic bucteria are (0 be
purity not imore than 1000 CFU/g
<20 clu/gm
Total viable yeast and mound are (o be
not more than 100 CF U7,
Absent Absence of Echerselia in 1 o,
10. Kinbxicne Ha moment sunycky: 475 wir /raén, —
BH3HAYEHHS IS5 mefraba. (95%-1053% pig rassnenor
2 a 6 s ..
516.12 ar fraba KITLKOCT)
[Mapaueramon
At the time of issie:
At the thme of refeave: 473 arg Cieh -
Assay ) D25 g S oqah r93%, -f03u., of  the
516.12 mu/Tab . )
= claimed amont
Paracetamol

[TpoTrarom ctpoky npuaarHocri/
For expiration date:

450 aer fradn -530 ar Arada (90% -
110% Bin sasencuol ciznkoet)

A50 mig / taub. -550 my “iab. (90%.-

P1IO% of the claimed quaniiiy)

Anictohenax
HATPIO

Diclofenac sodium

51.76 wmr frabn

51.76 mg/Tab

I I TS
HBIBICHOUREN LKOC T ) gy :

23 dokyjé*?'
At the ti é e!easé.“‘ﬁ?’l& (‘}'lg,‘/ tab.

95% 5%,

Sy g A9y

SARM
QBRI

SIngo © O




NABROS PHARMA PVT LTD L.

Baoam iz PRarma Pyl e,

Office: Nabros House, 3" floor, behind Brilish Library, 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, Kajipura-387411, Kheda, (ndia,
Phone/Fax: 02694-277694/95

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

CERTIFICATE OF QUALYTY/ CEPTUDRIKATIKOCTI
Cmp/Page 50f5

[ claimed amount}
Mporarom crpoky npuaatHocTi/
45,0 mr /Taba -55,0 yr frabn (90% -
110% sin sasenenol KinnkoeTi)
For expiration date:
45.0 mg /tab. -55.0 mg / 1ab. (90%-
HO% of the claimed quantity)
1. Poznagamna 8 Xounuu 50 cexyng He Ginbloe 15 xpujiun
Disintegration 8 minute 50 seconds NMT 15 mimueys
12 Busnauenus 4- Binnosinae He Ginuwe 0,1 %
amiHo(enony
Test for purity 4- Complies NMT 0.71%
aminophenol

ML.II.

Kowerrrapi: yaronn sBepiranmsfrpaicimpryan HPH TESIIEPATYpli g e 2390

Comntents: (o be stored/tansil at the temperature betow 23°C

3anBa  npo cepruduraniio:e a5 SACBEMYIO. 10 naseiei Breiopsiis ¢ JOCTOBIPHOIO 13 0y
L[ioccpilOnpo,u)'l\‘i.Li'I'G_\'.flom-lpoﬁ.uclm. BESIORMOUBIEAEY RIS APRY SR, 1 HPORCACHG  ROUTPOIL  Tkacr g
BHELE3ASnauenilainonuui y nosniiinignosinsoer samora GMP, BETAHOBACHNMHMICHEBHM BCO A TOpP N Opralo 1)
TEWKBIANOBIAG Ro creundivaniit, IHOMECTATLEH Y pu:cm'puuii&llor\f}'ﬂocl,f'ncpn]}u|-i.\-ump'rcp:1. Hporokoansapodinnre,
DakyBanil Ta ananiziebynonepernanyro ra serapenaenenianosi;iicrs GA Py,

Certification statement: «! hercby certily 1hat the abave information s authentic and acenrate. This bateh of producthis
been manufactured, including packaging/labelling, and quality contrai at the abave mentioned site in full conpliance wigh
GMP requirements of the loeal Regulatary Authority and in accordance with the specificationsin the registrtion dossicr of
the imporling country. This batch processing. packaging and analysis records were reviewed and found to be iy compliznce
with GMP”

Hpissume Ta nocana/zsamms 0COBM, KA BIATAMLOIBLI 1A BTy CKCeil:

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

VIRAL BECHARA (QUALIFIED PERSON)

IMinnue ocodn, sca BIJAIR HO3BLT Ha BHOYCK cenii:
’ M
Signature of the person anthorizing the bateh release

Hara mipmucanns:

i o
. l’-‘-m,-- %
&J,(gww KOR Oca\

Date of signature
90 ©




45

AEPKABHA CIYIKBA 3 JIKAPCHBKHX 3ACOEBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KUIBCHKIN OBJIACTI

upos. Csitnuunoi Hagxii, 3, m.Kuis, 02099, Tea/daic: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOT0 B YKpaiHy JiKapCLKOTo 3ac0dy

25.11.2024 Ne 49339/24/10

HOJIAPEH®

(HafiMenyBans nikapehkoro 3ac00y 3rigHo 3 peecTpauiiHum IHOCBIfMEr M)
Tabnerkn, Ne 100 (10x10) - no 10 Tabuerok y baicrepi; mo 10 OaicrepiB y kaprouniit Kopooui

(bopma munycry, noaysanns, s NAKYBaHHA KAPCHKOTO 3ac0y)

Homep peectpaniitnoro nocsizuenns UA/1004/02/01 CTPOK Al peecpaniiinoro nocsizvenrs 01.01.2099

Cepis nixapcekoro 3aco6y N DA443 Kinekicts BBE3€HORO NiKapcrkoro sacoby 10
BupoGaux Habpoc ®apwma ITet. Tz, Ingis
(nafivenyeanns BupoGpuxa NKapCLKOTo 3ac0by, kpaina TTOXOKEHHA )
Baeseno B Ykpainy ToBapucTBo 3 06MeEKEHO BiAnoBigansHicTIO "OAPMAJIH", igenr.
xon: 43562829

(HaiiMenysamnusa Ta kox 3a CPIIOY HOPHARYHOT 0coOH 260 TIpizBuIie, iM', o BAThKOB] dizmuno]
0c¢obH - rmianpuemua, 1T micye MpOXHBAHHA Ta PECCTPaLIHHIE HOMED 06NiKOBOT KAPTKH IUATHHKA
NORATKIB abo cepis Ta HoMep NACIIOpPTA)

Iporokon isyanenoro kourpomo six 28.10.2024 N» 2945/19.
JlaGopaTopuwmii ananis skocti NIKAPCEKOro 3acofy 3AiAcHeHHil:

AIT "Henrpanbha maboparopis 3 AHANIZY AKOCT MKAPCHKHX 3aCO6IB i Meguunol Hpoayxuii”
(M.Kuis, Byn. Kyapsscoka 10r M.Kuig, Byn. Kyapssceia 8B Kuischka obuacte, ¢. Hosi [Terpisui,
BYIL. [pana @panka, 19)

(HaliMeHyBAHHT Ta MicLE3HAXOMKCH A AabopaTopii, 1o NpoBena nabopaTopHHK aHA TKOCT])

BHCHOBOK 1110210 SKOCTI ikapehkoro 3acoby, Runanmit naboparopieto sin 22.11.2024 Ne 2340

Peaynerati natopatoproro AHAMIZY AKOCTI NKapCHKOTO 3acofy 3a MEPEBIPENHMN MOKAZHHKAMY BiINoRinanTL
BHMOTraM MeTOQIB KOHTPOTIO TKOCTI (aHaMiTHYHO-HOpMaTHEHOT JOKYMEHTAITI] ).
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