HEPXIIIKCITYXBA
AEPIKABHA CJIYKBA 3 JIIKAPCI)KIEX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥y KHIBCBKIA OBJACTI

npocnexr Banepia JloGaHogeskora, 51, . Kuig, 03110, Ten/daxc: {044) 363-06-50
E-mail; dls.ko@dls.gov.ua,https:ffwww.dls.gov‘ua, Koa € IPTIOV 37078774

BUCHOBOK
IPO AKICTL BBe3eHOro B Yxpainy aicapenkoro 3aco0y

04.02.2022 Ne 75957/22/10

JOJAPEH®

(uabthenypanmg nikapesKoro 38¢00Y arimHo 3 DPeECTpAL Mg HOCBiNtEHUAM)
redan; 1o S0 ry Tyéi; no 1 TY0i y kapronmii YHaROBIi

(dpopma Bumycky, JOSYBAHHA, BA THKYBAHES TIKAPCEKOrO 3acofy)
Howmep peectpauiitioro mocsimaenns UA/185 76/01/01 crpox i peecTpanifinoro mocsigyenns 05.03.2026
Cepis nikapcskoro sacosy Mo DB046 Kinbkicts neeseroro mixapenkoro 3acofy 160

Bupo6mxk Ha6poc dapma Tz, Jhra., Ianis

{HaibvenyBaHus BRPOIHHKA TiKapehxoro 3acaby, xpaina HOXOAKEHEHA)

Bseseno B Vipainy Tosapucrro 3 odmMexeHoO0 BianoBinaanuicrio "Ap. Peani'c
JaGopatopis", inewr. kox: 37560808

(HafMEHYBANHS Ta kOR 32 €APTIOY 1opuamyuoi ocoby abo npiseuine, iM's, o Gartxog) dizmunoi
0cob - ninnpremn, F micne NPOFMBANHA Ta peecTpauiAuwulf HOMED 00IKOBOT KapTKY MATHIKA
Hopatkis abo cepis Ta HOMED ITacnopTy)

Hporoxon siryansaore Kourpomo sin 21.12.2021 N 4617/16.
HaGoparopiis ananis sxocti THRAPCHLEOIO 3ac00y anidicHenwil;

Al "HenTpansna nabopaTopis 3 GHATI3Y AKOCTI JTiKAPCHKHX 38c00IB 1 MegayroY npoaykuii"
(M.Kuis, Byn.Kynpssceka 10r)

(naliMenynanng T3 MiCHIE3HAX 0AKEHHy naboparopil, o mporeta nabopaTopHHT ananis HKOCTI)

BucroROK mogo sxocri TKAPCEKOTO 32C06Y, BAgaNmit naGoparopiero six 03.02.2022 No 0324

Pesyirratn TaGopaTopHOrG aHamizy AKocTi Nikapceroro 3ac00y 3a neperipenumu okasHuKaMH BIAXOBIAANTL
BHMOTaM MBTOAIB KOHTPOMO SKOCT] (aHaniTHIHO-HOpMaTHBHOT FOXyMeHTauii).

3a  pesynnraramum ACPHKABHOTO  KOHTPOIO BCTRHOBNGHO, IO JKAPCEEME  3aci6 BBCICHC B  Vipainy 3




NABROS PHARMA

PVT. LTD.

Bharma Pyt Lig,

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

380006, Gujarat, India

Factory: Survey No,110/4/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, india,

Phone/Fax: 02694-2776894/95

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

CERTIFICATE OF QUALITY/CEPTH®IKAT AKOCTI

Cmop/Page 10of4

Hazea npogywnit: JOJAPEHS, re,
Name of the Product: DOLARLENE;, sl

Kpaina-snpednns: luia s
Country of the manufacturer: (ndia

Cuna giifaciueniens: | rreno sticrin Antoenury Aicraiaming v
LEPEPaXyBAHKT na JHRA0DeaKk Harplio 10 ar, smetrrony 30 wr,
MeTEacazinamary 100 s

Strength/potency: [ g gel containg: diclofenae diethylamine in terms of
diclofenuc sodium 10 mp, menthol 50 g, methylsalicylate 100 mp

Posmip 1a 7o nawypawea: no Uy ¥ T¥0i; o | 1y6i y
KaPTOHHAIA YNaKoLui 3 MApky BaHIAM YKPAlHCLKOIO MOBOIO

Size und type of package: 50 g in tube: 1 tube in carton
pack marked by Ukrainian

Nt pecerpanitinoro nacsiadennn: UA/{8576/01/0] aiticre ;o 03,03.2026
Registration certificate No: A/ R576/01/01 valid U1l 03.03.2026

Jlikapenka gopmu: rens
Pharmaceutical form: gel

Cepia Ne:DBO46
Batch Ne: DRO6

Posmip naprii: 6120Y nukosox
Batch Size: 6120 Iacks

HaTa supotunnrsa: 07/2021
Date of Manufacture: (17/2021

Tepmin npuasTaoeti: 06/2024
Expiry date; 06/2024

Haiimenysamns, aapeca ta HOMEp Jittersil BIPOBHIKA Ta KOHTPOIO
AROCTI:

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

-| Habpoc ®apma [t Jita.

Cropacii Ne 110/4/2 AMIT Dupm, Txelin Yiacpa, noSanzy
sapoy Kok Koma, H.X, Ne8, Kamwinypa - 387411, Kxena,
hinis, Ne G/1559

Nabros Pharma Pyvt. [td. 1

Survey No.110/A/2 Amit Farm, Jain Upasrya, Near Coca
Cola Fectory, NI No 8, Kajipura - 387411, Kheda, India,
Mo Gi1539 s

Naz/m/ Teer/Test PesyabTat/Result Cuenudikanisn/ Specification
S. No
1. Onue Fenb m’sioi koncuerenuii Big 6itoro | e Moskol KOHCHCTeHLil Big Ginoro
Description AO - OKOBTYBATOrO  KOMLOPY {370 OBTYBATOrO  KombOpy i3

cnetudivHuM 3anaxom

CHCUHIUTINM 3a11aX0M

Gel of soft consistency from white to Gel of soft consistency from white 1o
yellowish color with a specific smell yellowish color with a specific smell- -
2 [nenrudixkania
Ilentification
Hucodenax - : .
micTunainy 1)Binnoeinac 1? 30ir yacip YTPUMYBaHHS  miKy
Dielufire niknodeHaky JIeTHIIAMIHY Ha
Dicitliiaine XpoMarorpaMax  BUIpoGOBYBaHOIO i
e CTAaHLAPTHOO PO3YHHIB, .~ =
BTk e 2) 30ir waciB  yTpuMyBaHHs niKy
- MeTUlICATILMIATA HAa XPOMATOFpaMax
MeTnacaniumnar BAIIPOBOBYB2HOTO i _cTaHAApTHOrO

Methylsalicylate

3)Bianosinae

Cnupt SeH3uaoBuii
Benzyl alcohol

; Sy

R
_“'fyBaHHﬁ fmiKy

{UITOBOTO .- Ha
B POOOBYBAHOIO |
iB. o weR




NABROS PHARMA pvT. LTD. B

Fharioa P, L,

Office: Nabros House, 3" floor, behind British Library, opp. Ant Gaiary, Law Garden, Elisbridge, Ahmedabad-
380006, Gujarat, India

Factory: Survey No.110/4/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory, N.H. No.g, Kajipura- -387411, Kheda, !ndla
Phone/Fax: 02694-2775694/95

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

CERTIFICATE OF QUALITY/CEPTUDIKAT AKOCTI
Cmop/Page 2 of 4

4)Bignosinae 4) 36ir  yaciB  yTpuMmyBaHHs iRy

MEHTONY Ha Xpomarorpamax
Menron eulipoSosysanoro | CTAHAAPTHOTO
Mentho! PO3YHHIR,

1iComplics
1} The coincidence of the retention
times of the peak of diclofenac
dietiylamine on the chromatograms of |

2y Complies the test and standard solutions.

2} The coincidence of the retention
times of the peak of methylsalicylate on
the chromatogiams of the test and
standard solutions. ;

3) Complies 3) The coincidence of the retention
times of the peak of Benzyl alcohol on
the chromatograms of the ftest and
stendard solutions.

4} Complies 4) The coincidence of the retentionw
tines of the peak of Menthol on the
chromatograms  of the test and
standard solutions.

B sskicrs 81,424 mlla-c Bin 50000 ao 110000 mITa-c
Gl
Viscosity 81,424 mPac Fron: 50000 to 110000 mPa-¢
pH 7.88 7.0-8.0
pH ' 7.88 7.0-8.0
Oauopianicrs Binnosigae Mae 6yTu omnopinaum
Uniformity Ceomplies Must be uniformity
Cepeans maca 3000r 500
BMICTY
Average mass of 5000 g 50 ¢
contant
Cropounii nomimkw Binnoeinae ke 0.1 %
Tmpurities e 1.0%

Complies

%

AD‘R Mq‘\

-‘-

Knll?u
\¥/d"

-
L




PVT. LTD. —

Cal] Pharma At g

NABROS PHARMA

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

Factory: Survey No,110/4A/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®DIKAT AKOCTI
Cmop/Page 3 of4

Kinbkicke Bu3bauenns Hpu sunycky [porarom Tepminy
Assay At the velease IPUIATHOCTI
For expiration
date
Jurnogenar 10.26 mr 9.50 Mr~10.50 Mr [9.00 Mr— 11.00 MT
AieTHAAMIHY 102.65 % Bl r(95-105%) (slr (90 - 110%)
Diclofenac e 9.30 mg~ 1050 9.00mg—11.00
Diethylamine 10.26 mg mginl g 95— mginlg (90—
102.65 % 103%) 110%)
ﬂew‘nncmiu:mm 102.65 mr 92050 Mr—105.0  [90.0Mr-110.0 Mr
Methylsalicylease c o Mre (95— 8 1r(90-110%)
102.65 % 105%) 90.0 mg— 110.0
102.65 myg 90.30 mg — 105.0 mginl g 90—
5 mginlg(95- 110%)
102.65 Yo ‘305%) R
T
Bensunoruii cimpr [9.72 mr 9.50 MF—10.50 wmr [9.00 mr— 11.00 mr
Benzyl alcohol 9719 % Ble(95-105%) |slr (90 - 110%)
sk 18 9.50 mg~10.50  |9.00mg— 11.00
972 mg mginfg95 - mginlg 90— 7 -
y o Q2
97.19 % 105%} 110%) :
MenTon 30.05 mr 47.50 Mr-52.50 [45.00 MT — 55,00
Mentho! Mron | P95~ MrBe [ r(90-
: s 105%) 110%)
30.05 mg 47.30mg —52.50 | 45.00 mg - 55.‘0(}{;'
< mg inl g (95 — mginlg(90-
100,102 105%%) 110%)
MukpoGionorivsa
YHCTOTa
TAMC <10 KYO/r He Oinbiwe 100 KYO/r
TYMC <I0KYO/r ve Ginbuie 10 KYO/r
Pseudomonas BigcyrHicTs Bincyruicte B 11,
aeruginosa
Staphylococeus Bincyruicrs BincyThicrs B 1 r. -
aureus .
Microbiological
purity
TAMC <10 CFU/g
TYMC <10 CFU/g
Pseudomonas Absence




NABROS PHARMA PVT. LTp. BE

b Bl FTrr R Pt 1t

Office: Nabros House, 3" floor. behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-
380005, 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®IKAT SIKOCTI
Cmop/Poge 4 of 4

ACruginosa Absence in i g,
Stuphylococeus Absence
avreus

M.ITI

Komenrapi: vaopn 3ﬁcpiI‘EllI[IH.-"l'pi]HCIEOp‘J'}'BaIIHSI NpH TEMIEDATY piHMmce 25°C

Contments: (0 be stored/transit at the temperature below 25°¢

3amsa npo ceprudikauio: «l lm a 3ACBIAYYIO, WO HABEACHA Buue inhopmanis ¢ A0CTOBIPHOIO Ta TovHoK). [lo cepi
NpaAyRLT Svio BHpoGieno, nrIoumoys HAKYBAHHS/MADKY BAIHS, T2 UPOBE/EHO kotrrpone iF akoct] Ha muesasnavesii
RILIMNI Y w0BHIE Bimonianocr] g BHMorayy GMP, sevanosrenuvy micuening PErYIATOPHHM OPraHOM, a Takoxk
BIIOBLAIIO )10 cretdinanii, 1o aicrarses ¥ PeECTPAURHOMY A0CKe KpaiHu-istoprepa. Tlporoxomu BupobHiiTRa,
MakyBANIA T AHARILE OYIO NEPETITHYTO T BETANOBIEHO BianoriaticT GMP»,

Certification statement: «] hereby certify that the above information is authentic and accurate, Th;s baich of producthas
been manufactured, including packaging/labelling, and quality control at the above mentioned site in tull compiiance 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 revicwed and found to be in compliance i
with GM P

Ipizsime Ta nocaga/3parus ocobn, aKa BuaaIa Ho3Bia Ha BHIIYCK cepii:

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

HETAL PATEL ( Sr. MANAGER 0A4/0C )

Iligune ocobm, sika BRAAJIA JO3BLT HA BUNYCK cepii; v e
Signature of the person auth orizing the batch release

Hara uignucanns: i
Cg\nl

Date of signature o ,)'\ o
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