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NABROS PHARMA

PVT. 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 ArmitFarm, fain Upasrya, Near Coca Cola Factory, N.H. No.8g, Kajipura-387411, Kheda, india,

FPhone/Fax: 02694-277694/95

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

CERTIFICATE OF QUALITY/CEPTH®IKAT IKOCTI

Cmop/Page 1 of4

[ Hiassa nponysuii: AOTAPEL®, T
1 Name of the Product:DOLAREN®, gel

Kpaina-Bupobuni: Inqis
Country of the manufaeturer: India

Craa aii/axrusnicts: 1 r remo sMictuTs AUKNO(eHaky nietunaminy y

1 itpepaxyranti Ha aMkAoQieHax watphio 10 Mr, MeHTONY 50 Mr,

MeTHICTi LAty 100 Mmr -
Strength/potency: 1 g gel cnnla'ins:-dic[of‘enac'_diethylamine in terms of
diclefenac sodium 10 mg, menthol 30 mg, methylsalicylate 160 mg

Poamip ta Tan nakysamus: o 50 ¢ y Ty6i; no 1 Ty6i y
KapTOHHIH ynakosLi 3 Mapkypanuam YKPAIHCEKOIG MOBOIO

Size and type of p'ﬂt’:k"age:-ﬁﬂ g in tube; 1 tube in carton
pack marked by Ukrainian

Ne peectpauiiinoro nocsinterns. UA/18576/01/01 nitche a0 05.03.2026

[ Registration certificate Ne: UA/18576/01/01 valid till 05.03.2026

Jikapeska dopma: rens
Pharmaceutical form: gel

Cepin Ne: DB(6S

| Batch Ne: DBOGS

Po3mip naprii: 6120 Yrakosok.
Batch Size: 6120 Packs

| ZAata BupoGuuuraa: 07/2023

Date of Manufaciure: 07/2023

Tepmin npugaTHocti; 06/2026
Expiry.date: 06/2026

Haiimenypauus, 1Apeca Ta HoMep Rinemsil BipoSuHKa Ta KOHTPOIIO |
HKOCTI:

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

“eontrol:

Survey No.110/A/2 Amit Farm; Jain Upasrya, Near Coca

Habpoc ®apma ITet. JiTs,

Cropseit Ne 110/4/2 Amit Papm, [Dkeiin Ynacps, nobunsy
3aBoity Koxa Kona, H.X. Ne8, Kanskinypa - 38741 [, Kxena,
Ingis, Ne G/1559

Nabros Pharma Pvi. Lid.

Cola Factory, NI, No.8, Kajipura - 38741 I, Kheda, India,-_ -

- Nabros
o Bl Fharma Pyt lft:i'.-

Ne /1559
Ne 3/n/ Tecr/Test Pesyabrat/Result ‘Crneundixauin/ Specification
S. No
1. Onxuc Fesb M’sKol koHCHCTEHIIT Big Gimoro I'enib M’s1k07 vomcuerenuii Bix Butoro
Description Ji{y, JKOBTYBaTOrO KOJILOPY 13|10 JKOBTYBATOTQ KONLEOPY 13
CIIeLH (DI HUM 3arIaxomM CNCHHPIMHNM 3anaxom
Gel of soft consistency from white to Gel of soft consistency Jrom white to
\vellowish color with a specific smell yellowish color with a specific smell
2. Inentudixanis
Identification
Huxnogenax o .. o e
Diclofenac .'1.)Biﬂ'fi'013'i,u§§_... - 1) 3611".”.11&013; YIPHMYB2HHS  TIiKy
‘ PTR JIKIodeHaKky OleTHRaMIHY Ha
Xpomatorpamax BHNpOGOBYBaHOTO |
CTAHAPTHOIO PO3YMHIR,
Meturicaninunar 2) 36ir  wacip  yTpuMysaHHS MKy
{ Methylsalicylate | METHICAMMiIaTa Ha ApoMaTorpamMax
BUNPOGOBYBAHOrD | CTAaHIapTHOI O
PO34HHIB. P
4 7/
Crpr 6eHzunoppii W, Vi %ﬁnﬂn. AiKy
Benzyl aleohol i, SEMRHTIOBOTO Ha
LoBPPOOOBYBaHOrO ||




NABROS PHARMA pvT L7TpD. BE

Pharina Pvt, Lrd,

Office: Nabros House, 3™ floor, behind British Library, opp. Art Galary; Law Garden, Elisbridge, Ahmedabad-
380006, Gujarat, India | ' _

Factory: Survey No.110/A/2 AmitFare, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,
Phene/Fax: 02694-277694/95

(The Drug's--&fCosmeti_cs Act 1940 & The Rules there under)

CERTIFICATE OF QUALITY/CEPTU®MIKAT AKOCTI

Cmop/Page 2 0of 4

Menron 4)Binnosigae 4) 36ir  wacis  yTpumysanns iKY
Menthol MEHTOJTY Ha XpoMaTorpamax
BHIIPOSOBYBAHOrO | CTAHZAPTHOrO
o PO3YHHIB,
DComplies |
1) The coincidence of the retention
times. of the peak of diclofenac |
diethylamine on the chromatograms of
2) Complies the test and stanidard solutions,
2) The coincidence of the retention
limmes of the peak of methylsal icylate on
the chromatograms of the fest and |
standard solutions. | |
3) Coniplies 3) The coincidence of the retention |
| times of the peak of Benzyl alcohol on
‘the chromatograms of the ftest and
| standard solutions.
|4) Complies 4) The coincidence of the retention
| times of the peak of Menthol on the
chromatograms.  of the test and |
| s | Standard solutions.
B’s3kicTs 72,832 mlTa-¢ Bing 50000 no 110000 mlla-c
Viscosity 72,832 mPa-c From 5000010 110000 mPa-c
pH 770 7.0-8.0
pH 7.70 7.0-8.0
Onxopinuicrs Biarosinae Mae Byt opHOpinHMM
Uniformity Coniplies Must be uniformity
Cepenya maca 570 r He memnme 50 r
BMICTY |
Average mass of 50.70 ¢ Not less than50 g
content
CToponHi qoMiky Bixnosinace
Impurities
SZARA Complies




NABROS

PHARMA

PVT. LTD.

N Mapros
gy Fharma Pyt Eld.

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

380008, Gujarat, India

Factory: Survey No.110/A/2 AmitFarm; fain Upasrya, Near Coca Cola Factory, N.H, No.§, Kajipura-387411, Khada, India,

PhonefFax: 026894.2 77694/05

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

CERTIFICATE OF QUALITY/CEPTUDIKAT AKOCTI

Cmop/Page 3 of 4

KinbkicHe BusHavenns

Ipu punycxy

| Hpotrarom TepM.i.Hy |

Assay At the release IPHIATHOCTI.
For expiration
date

llmmod)gﬂalc T 9.96 Mr 9.50 ML — 10.50 mr 9.00 Mr — 11.00 mr-

Diclofenac 09 57 o B1r(95-105%) |B1r(90— 110%)

17 9.50mg~10.50  |9.00 mg—11.00
19.96 mg mginl g (95— mginlg(90-
Iy |
9957 0 105%) 110%)
Meruncatinunar | 104,17 wr 95.00 Mr—105.0 [90.0wr — T10.0 o
Methylsalicylate 104.17 %, MrB ] r(9s5- B1r(90—110%)
e 105%) 90.0 mg— 110.0
104.17 mg 95.00 mig —105.0 mg in 1 g (90~
v 170 mginl g (95— 110%)
104.17 % 105%)
BéHéHnoBuﬁ GHHpT 9.91 mr “ 9.50 M — ]04-50_.1\4.1.* 9.00 M — HOO iy
Benzyl alcohol 09.05 9, BI1r(95-105%) (sir (90 — 1'10%)
D 9.50mg—10.50  |9.00 mg— 11.00
9.91 mg mgin Il g (95 - mgin l g (90—
, |
99.05 9 105%) 110%)
[ Menron 150.98 mr 4750 Mr—52.50 |45.00 mr —53.00
Menthol T0T1.04 o Mre1r (95— Mrelr(90-
_;01'96' 7o 105%) 110%)
50.98mg 47.50 mg - 52.50 45.00 mg —55.00
0/ mginl g(95— mginlg (90—
Lo o 101.96 % 105%) 110%)

-Mukpo6ionoriyua

HHCTOTAa

TAMC He Outbe 100 KVO/r

TYMC He Outere- 10 KYOQ/r

Pseudomoias. Biacyrnicts B 1 T.

aeruginosa

Staphylococeus Bincyrricte B 1 1,

| aureus

Microbiological

purity

TAMC <20 CFU/g

| T7MC <10 CFU/g
| Pseudomonas Absence
aeruginosa




NABROS PHARMA PVT. LTD.

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

e Nabrog

-380006, Gujarat, India

Factory: Survey No.110/A72 .AmitFarm,.jain'Upas;rya, Near Coca Cola Factory, N.H, No.8, Kajipura-387411, Kheda, india,

Phone/Fax: 02694-277694/5

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

CERTIFICATE OF QUALITY/CEPTH®IKAT AKOCTI
Cmop/Page 4 of 4

Staphylococcus - | Absence Absence in I g.
aureus

Jara mignucagns:

M.IL
Komenrapi: ymony 30epiranns/TpaucnopTynanms K TeMIiepaTypinmicye 25°C

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

3anBa npo cepTHdirkavio: «Llum g 3ACBIIYYIO, L0 HaBdeneHa BULIC 1H(pOpMALis € HOCTOBIPHOIS T4 TOUHOIO. i cepiio
NpoRyKWT 6yno Bupobneno, prmowaroyy naKyBaHra/Mapkypanus, Ta TIPOBCACHO KOHTPONL 11 SKOCTI Ha RUUIE3A3HAYEL]]
RiMBHANL Y TIOBHH BIATIOBIAHOCTI 3 BHMOraMu GMP, BeranosnernMu Micuenmm DETYNATOPHUM OPraHoM, a4 Tako
BIANOBIANG fo cneunikauisi, wo Micrarsey Y PECCTpauiHHOMY HOCLEC kpaiHu-imnoprepa, TIpoTokomy BHpOOHHLITE,,
UakyBania T2 ananisis 6yno [IEPETIIAHYTO Ta BCTAHOBNEHO BIANOGI NHICTS GMPy,

Certification statement: «] hereby certify that the above information is authentic and accurate. This batch of producthas
‘been manufactured, tncluding packaging/labelling, 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”
_Hpi3BI-IILIE"Ta-_HOCR,EIﬂ/BB'aHHSI-OCO’ﬁH,_ﬂKa BHAIA 03B Aa BHIYCK cepil:

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

NAMRATA PATHAK ( 0.C MANAGER)

innuce ocobn, stica Bumana 103Bin Ha BHUIYCK cepii:
Signature of the person authorizing the batch release

Daie of Signature . @) P

§.AP. PEAAIC B
{-% OPATOPII» BE::
N e A

e Bl Fhiarens Pyt Ltal,




