TEP/KABHA CJIY/KDBA 3 TKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
' HAPKOTHKAMM Y KAIBCHKIN OBJIACTI

npos. CBITIUYHOT Hagnii, 3, m.Kuis, 02099, Ten/dac: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
Npo siKicTb BBE3€HOI0 B Ykpainy JikapchbKoro 32c00y

092023 Ne 43947/23/1011

_ NOJIAPEH®

(HaliMeHyBaHHS JIIKapchKOTo 3aco0y 3rijiHO 3 peecTpailiHuM MOCBIAMEHHSIM)

~ Ne 100 (10x10) - no 10 Ta6JeToK y 0JicTepl; o 10 6aicTepiB y KAPTOHHIH KOpoOui

(ropMa BUITYCKY, JI03yBaHHs, BAL ITaKyBaHHA fixapcLKoro 3acody)

Howmep peectpauiiitoro nocsinuenns UA/10 04/02/01 crpok aii peecTpauifHOTo NOCBIAYEHHS 01.01.2099

Cepis nikapcbKkoro 3aco0y Ne DA416 KinbKicTb BBE3EHOTO MiKAPCHKOTO 38C00Y 9850

BupobHuK Ha6poc ®apma [1BT. Jrn., lnmisg

(HalimenyBaHHs BUPOOHUKA pikapebkoro 3acoby, kpaina MOXOJIKEHHA)

Baeseno B Y kpaiHy ToBAPHCTBO 3 0OMEKEH 010 sinmopinansHicTIo "' p. Penai ¢
 JIaGoparopis', inent. xon: 37560808 -
i 0oco6M aB0 NPI3BHILE, IM 5, TTO GarbkoBi §i3UUHOl

(HaliMEeHYBaHHS Ta KO 32 cJIPTIOY 10pHarIHO
0coOM - Himnpuemild, il MicLie NPOXKKUBaHHA Ta peecTpallifHKi HOMED 0OAIKOBOT KapTKH TUlaTHHKE
riofgaTkis abo cepis Ta HOMEP racropra)

o konrpomo eia 06.09.2023 Ne 2770/2.

[poToKo. BisyaabHOr

34 pesysibTaTaMi  JIEPIKABHOTO  KOHTPOIIO BCTAHOBJEHO, WO JiKapchkui 3acid  BBE3CHO B Yxpainy 3

JOTPHMaA HHSIM BYMOT 3aKOHOAABCTBA LLOAO 3a6e3neyeHHs SKOCTI ﬂiKapCbKH‘x_'-'3ac06i‘B'.
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JTEPKABHA CJIYHKBA 3 IKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KNIBCHKIU OBJACTI
nipoB. Ceitnuunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
ApPo SIKICTh BBE3€HOTO B Ykpainy JIKAPCHKOTO 32C00y

26.09.2023 Ne 42055/23/10

 tabaerku, Ne 100 (10x10) - mo 10 Taéaerok y Gaicrepi; no 10 OJ1icTEPIB Y KapTOHHIH KopoOui
((hopMa BUITYCKY, 103YBaHHsl, BUI NaKyBaHH siikapebkoro 3acofy)

Howmep peecrpauiiitoro nocsinuenns UA/1004/02/01 CTPOK Aiil peecTpaliiHoOro nocBiYeHHs 01.01.2099
Cepisi nikapebkoro 3acooy Ne DA416 | Kinskicts BBeseHoro nikapcskoro 3acody 10

BupoGHuK Ha6poc ®apma IIet. JItn., lapis

(HaliMeHyBatiHs BUPOOHKKA JIiKAapChKOTO 3ac00y, KpaiHa MOXOMKEHHS)

BiezeHo B YKpaiHy ToBApHCTBO 3 0OMEKEH OO pinmosigansHicTio ""Ip. Penpai ¢
JlaGoparopis'', inent. Kou: 37560808 S
(naiimenysanns Ta ko 3a CJIPTIOY topuanuHOT 0codu abo Npi3BUILE, M8, no_GaTbKOBi (hizuvHO!
0co6U - MiANpUEMLIA, T MICUE [TPOXHUBAHHS Ta PEECTP ariiHuit Homep 00iKOBOT KapTKK TUIATHHKA
nmofaTkip a6o cepis Ta HOMep NacnopTa)

S —— L ——— e ———

Mporokon BisyansHoro koutponio 8ia 30.08.2023 Ne 2650/7.
JlaBopaTopHUit aHani3 AKOCTI /ikapchbkoro 3aco0y 3MIHCHE HU:

TIIT "L{enTpansna naboparopis 3 aHam3y SKOCTI JliKapchKuX 3aco0iB i MEINYHOT TPOLYKIL"
(m.Kuis, Byi. Kynpssceka 10r M.KHIB, BYIL. Kynpsasceka 8B Kniscrka 001aCTh, C. Hosi [TerpiBiii,
~ ByJI. IBaHa ®panxka, 19) o o - -
(HaliMeHyBaHHs Ta MICLC3HAXOKEHHS naboparopii, o 1poBea 1abopaTopHuil aHaJIi3 SKOCTI)

BUCHOBOK 100 SKOCTI Nikapcskoro 3acofy, Buganui raboparopiero BiA 25.09.2023 Ne 1702
PesynbTaTh J1abopaTopHOTo aHanisy AKoCTi Nikapcbkoro 3acody 3a nepeBipeHHMH NIoKa3HUKaMK BIANOBIAAIOTD
BUMOTAM METOIB KOHTPOIO KOCTI (aHaliThy HO-HOPMATMBHOT JOKyMEHTall).

3a  pesyNbTaTaMM  JAEpKaBHOrO KOHTPONIO  BCTAHOBJICHO, IO nikapcbkuii 3aci6 BBeseHo B Ykpainy 3

AOTPHUMAHHSAM BHUMOT 32aKOHONABCTBA LWOAO 3a0e3neyeHHs SKOCTI JiKapchKHX 3aco0iB.
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Lo Pharmq& F"-.rt i,

Office: Nabros Housge, 3™ floor; behind British Library, opp. Art Galary, Law Garden, 'EIist:*r‘idge-,,hhmédab.ad—
.. 380006, Guiarat, India ] y | _ .
Factory: Survey No.110/A/2 AmitFa m, Jain Upaswa,-NEar Cota Cola Factory, N.H, No.8, Kajipura-387411, Kheds, India,
Phone/Fax; 02684-277694/95 ;
(The Drugs & Cosmetlcs Act 1940 & The Ru!es there under)

CERTIFICATE OF UALITY/CEPTUPIKATAKOCTI
| . Cmp/Page 1of5 .

[ Hassan poaykuii: ,IIOJIAPEH@H — __‘“.I{pa'ma-nupoﬁﬁnm Thmin T -
| Name of the Product:DOLAREN® | Country of the manufacturer: India B
t Cnaa AT/ RKTHBRICTh:! 1T36H6'1‘I€3M10‘1 UTD' ,I[HI{HO{IleHEIK} HB.TpI}D 5(] MT, Posmip Ta THONAKYBAHHS 10 Tabnerox y ﬁmcrepl 70 10 ;_:
napauneramony 300 Mr Giicrepis v KapTORKI KOpoOL 3 MAPKYBAHAIM
| Strength/potency: 1 tablet contains: diclofcna.c‘sodlmn 50 mg, . .| YRpAIHCHKOH0 MOBOK |
 paracetamoi 500 mg | :

| Size and type of package: 10 tablets in 1 blister and ID

| blisters in I carton marked by Ukrainian

\"ﬂ peem pauli‘mﬁm nocsmqeuﬁﬂ UAI 1004*’02!01 ﬂmcne pife ﬁeacz'p(}muo J'Imapcb&a timpma' Taﬁﬂemn L
|  Registration certificate Ne: UA/1004/02/01 vahd till unlumted o _LPharmaceutzeai form: fablets.
| Cepist Ne:DA416 - | | Posmip napriiz 10000 VrtakoBoK
| Bateh Ne: DA416 . 7 | Batch Size: 10000 Packs -
i ,:{aTaBupaﬁHHuTBJ*OSIZOZS Tepmin NPHASTHOCTI: 02/2027 | -
{ Date of Manufacture:03/2023 - | Expiry date: 02/2027 A |
| Haﬂmenyﬂﬂﬂﬂﬁ, AAPECa TA HOMED mueuaz‘x EHpGﬁHHK‘ﬂ Ta HtDHTpOJ!lO 1Ha5poc ®apme TIsr. Jita. - 1
 AKOCTI: L . S | Cropsett No 110/A/2 Amit Papwm, [Hueitn Vnac:pﬂ, 1106113y |
] L S * - | 3aBORY KozcaKo.rra,HXN_S Ka,mmypa%ﬂ%ll Kxana, |
) T | : | Iunis, Ne. G/1559 " , e .
Name, address and numbers of the hcenses of manufacture and quahty  Nabros Pharma PviEid.
 control: - . o -r Survey No.110/A/2 AmitFarmi, Jair Upasrya., Near Coca
| : A - { Cola Factory,NH No 8, I{ajlpura-SS‘Tﬂtil Kheda, India, & ‘_
. T 1<) - ST — .
-Neafu/ | 'Teéf('ifes}t- L PTES'};EIb;l:‘aT/RBF;ﬁl_t- - Cneuﬂtbmamﬂf Speaﬁcatldn '
S.No | e | ' — . |
I Onuc B prrm | leOOI'I}’K.HI ,&Bomapom prrm }IBOOH}HG’II ):tsomaponi g
_ Description * | ,I[BDKOHBOPOBI ( 3 OHHCro DoKy 6mom }IBOKOHbﬂpOBI (3 G,IIHOTO Hoxy. Ouoro F'
N S KOJIBDP}’, ~ iHINOrO Gorcy Opamxemro KONBOPY, -3 IHINOrO GOKy OparKeBOro |
L KOJTHOPY) rabnerin. Ha  nosepxil Komopy) tabrerkn.  Ha oBepxui. i
TabieTox nomyckaroTsed! Oimi Ta/ abo | tabireTok JonycKaioTses 6imi Ta/- abo |
TEMHO-ODRIDKER] BKPAILICHHA. - |  TeMHO-OPAHIKEB] BKPATUIEHHS, I
R ‘| 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 otheri
* | hand'—orange) tablets. White and./or - | hand ~orange} tablets. White and /or
dark orange inks are allowed onthe | dark orange inks are allowed on the|
| |surfaceofthetablets.  _ {surface ofthe tablets o
| 2. EI,II@HTPK_biK&Hi?I o 1)BIHHOB1I{8€ I ,1) IIOﬂB& (}Jmne'mmm saSapB.:eHHﬂ
| o | "TIpY B3AEMOJIT 3 POSYHHOM . KaJtito
| Ideniification BiXD e i’;
| | OIXpoMaTy; '-
Tapaneramon 'ZBIBIae | o | e __ b
P -~ ) Jimo‘ : 2y Yo CIIEKTP PO3HHRY, |
' - |npuroTopmenoro | miA  KigBKiCHOrO|
| BU3HaYeHHd, . B ofnacti 242 um|
[ | rioButen criBmapara 3 YO CRIGKTPOM |
‘poztmﬂy c'ramapmoro Hapaneramony. |
| 1) The appearance of ? violet’ color




NABROS PHARMA PVT. LTD,

Office: Nabros House, 3™ floor, behind British Library, opp. Art Galary, Law Garden, Ehsbndge Ahmedabad-
380006, Gujaral, India

Factory: Survey No.110/A/2 AmitFarm, Jain Upasrya, Near Coca Cola Factory,-N..H-. No.a,--xaj|p'ura~3a?411,,t<heda,- india,
PhonefFax: 02684-277694/95

(The Drugs & Cosmet:cs Act 1940 & The Ruies there under)
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CERTIFICATE OF QUALITY/ CEPTI/I(I’IKAT HKOCTI
Cmp/Poge 20of5

[ A Y

e e e -— : ——prr wk v TN - o o wrr— » r—v—t - ek b e AP o
L

3”;5&;‘50@@?’??01 - -UCO?”-’”IPHQSM_' | ,'iwhen mteractmg wﬂ:h a so!utlon cf
| |  potassium  dichromate.
12) Complies R 'i_prepared - for - quantitative |
| 'determination in the region of 242 nm
- |should coincide with the UV spectrum |
-~ |ofstandard paracetamol solution.
; . | 1)Biarosiaae 1) YTBopéﬁHH ~ Ginoro- 'oqﬁny' 3|
-t Hswiogenax. | _ POIUYHHOM KA  AHTAMOHITY B
| HATPUO | - IPUCYTHOCTI .  POBYMHY Kaniro
| ' ’ | KapOOHATY;
| | N ’.2) Yac yTpUMaHHA NiKy auxrodeHaky |
:. [ B |maTpito. Ha XpomaTorpami PposuuHy |
| ‘Apenapary,  IPHUrOTOBISHOIO B |
| kKinBKiCHOTO ~ BH3HAHCHHI, IIOB'HH@H'F‘};
_, | crisnagaTn 3 9acoM YTPUMAHHA IIKY |
i __ AUKIOPeHaKy HATPIIC Ha xpoma*ror_patbi_'
' | | _, }i c'raﬂn'apmom pdsqnﬂy. -

:  2)Bianosigae

1) Formation of white prec;pzfate wu‘h
| solution of potassium antimonite in
| presence of solution of potassium
carbonate;

_1 1 2) Relative time of peak retention of|
: | Diclofenac sodium on chromatograms
‘Lof a solution of a drug product should |
| coincide with time of peak .retention of |
|-Diclofenac - on chromatograms of a|
| solution of standard preparation.
[ Yac yTPUMAHHA THKY 6apBHI'lI{Ei |
1}K{JB’FHH 3axiy Yy BuipobyBaHoOMYy |
i posqubl Mae Oyth B mewax. ¥ 1
| XBU/IHA - Big uacy yrpuManus nixa
Oapenuka ' AOBTHH 3axiz y
CTaHgApTHOMY PO3YHHi,

.
iy iy
-
-

Diclofenac sodium |

:-;? 2} Complies

| Bapam‘m JKOBTHH

W e

| Colour Sunset 1 Refention time peak in sunset yellow

Yellow - colour test solution should be within £ 1|
| ‘minute retention time of peak colour|
| sunset yellow in the standard solution.

TR A Y

| Cepenris maca - (650 Mr & 5% (617,5-682,5 Mr)
Ta0eTRY ' . | 650mg £ 5% (617,5-682,5 mg)
{650.83 ML 1 SRR --

 Average weight of

| Phaima Ayt
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NABROS PHARMA PVT. LTD.

Qffice: Nabroc House, 3 ﬂuor behmd British Library, opp. A Galary, Law Garden, Elisbridge, Ahmedabad-
380008, Gujarat, India

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

Phone/Fax: 02694:277694/95
(The Drugs & Cosmetlcs Act 1940 & The Ruies &here under)
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CERTIFICATE OF UALI’I"Y/CEPTI/I(I)IKATHKOCTI
- Cmp/Page 3 0f 5

Oﬁﬁﬁﬁinnicm MacH B Me}zcax HOpMH B | 3 20 BHTfpééYBQ«HHX Tabnerox iﬂ
i " | goryckaeTscs . He  Oimplue  ABOX |
TabNETOK,; LIO MalOTh BIAXWISHHA BiO
‘ - | cepenmpoi macu Ginmbme * 5'!%, TIPM
; UOMY Hé MOBMHHO Gyis KOmHOT|
| rabneTky, O Mae. BYIXMACHHS ij
cepe;m'ﬁo‘i MacH Ha-:tlf)% .

] | L u’r is permitted to have .NMT 2 rablez‘s
Uniformity of " | Within limits © {that have deviation from average
{weight | ,. o, | weight more than £ 5% out of 20 __
?* L | examined tablets, considering this there

1 : I [ shouldn't be any tablet which has

] .\ deviation from average weight on +10% |

’mm&apmfsﬂé‘,mﬁ — X o “0 2 (2,630 w0 |

3

| Diameter of the 112.7 mm (12,8 mm £0,2 mm (12,6-13,0 mm)
| tabless 12.7 mm | | ~' |

15,220,2 mm (5,0-5,4 mv)

 Bucora TabmeTkn | 59

]
- i
1

4
!
i

15,240,2 mm (5,0-5.4 mm)

| Thickness of tablet .

A

CriixicTs Tabinerky | 8.54 ;{l*/c.hqf | . . I—Ie Meﬂme 4 xn’cm S

1, 10 posfeeniopanss | 8.54 kg/om?

| Hardness .

CTHp&HlCTB R i 0 53 %
 10.53 %

Friability

| PosuuHenns . o o | ;

Dissolution

| Tapaneramosn/ f* He menue 80% (Q)3a 1 ro,umay/NLT

(n s 91.48 % __
| Paracetamol _ 48 7 o 80% (Q) per 1 hour

_‘i.ﬂm{:ro(]_)euaxz o e — 80%. ()32 1 ro,amxy/NIT N

(Harpir/ Diclofenac |




NABROS PHARMA PVT. LT R

Fharma F'vi Lm-.

Office: Nabros House, 3" floor, behind British Library, opp. Art Galary, Law Garden Elisbridge, Ahmedabad-
380006, Guijarat, India

Factory: Survey No,110/A/2 AmitFarm, Jain Upastya, Near Coca Coa Factery, N H, No.3, Kajzpura 387411 Kh‘eda, }ndia,

Phone/Fax: 02694-277694/95
(The Drugs & Cosmetlcs Act 1940 & The Rules there under)
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CERTIFICATE OF UALITY/CEPTHII)IKATHKOCTI |
: Cmp/Page 40f5 ,-

......... :SOdfu??i : 1i 98‘76% - Lt Ty — e 1 80/ (Q) per ] hba? |
1 9. ) Mﬁ;‘ibéﬁiéﬂgﬂ‘?ﬁﬁ <100 KyOrr Raranoaa | KUIBKICTE aepOBHIX |
: 4HCTOTA - {<20KVYO/r | o 'EMIRpoopraﬁlamm (TAMC) He Oinbuie
: - N - 10{)0 KYO/F
E g s {3aranbga  KiBKICTE NPDKMOBHX  Ta
g | f; naicusBux rpubis (TYMC): e Ginsine
{100 KYO/r -
J. .:' b BllICYI‘HICTL Echerschia cohn lr.
, | <100 cfu/gm o
;Mlcmbwlogzcaz o ._ | T otal viable aerobic bacteria are to be
| Apurity- | | not more than 1000 CFU/g
| <20 cfulfgm | o |
, ! o Total viable yeast and mound are 10 be |
| _ . _ not more than 1 00 CF Urg. l
r__ e f.Ab'Se,ﬂ? o _.__-*Abéerzce ofEcherSchza inl g_‘m .
110, {Kinskicwe |- " { Ha MOMEHT BRITYCKY: 475 ME /raba. — _
| BI3HAYEHHS L | 525 mr/Tabn. (95%-105% sinx sasenenof |
| o 507.93 mr /Tabn . | ximbkocri) i-
IapaneTaMont | " | E
, At the time of issue:
e I e ilA.r the time of release: 475 mg / tab. -
Ay 525 mg / tab. (95%.-105% of the|
1507.93 mg/Tab | " Netgs g N o 'e_zg
Poracetamol - | S claimed amount) N
' 0 - ;:npdmmmcfrpoxy npugarroetl/
. - For expirgtion date:
450 wr /1a6n -550 ur /rabn (90% -
| -.if'. 110% iy 3asBseHOl KINBKOCTI) |
1 | 450 mg / 1a5. -550 mg / tab. (90%-
- 1110% of the claimed quantity)
|' | . 1
- | Hakiopenax - 49, 93 MT /'ra@n Ha MoMeHT BunycKy: 47.5 mr /Tabn. —
HATPHIO - _ 52.5 Mp/Tatin. (95%-105% sin r-
|  Diclofenac sodivum 1 49.95 mg/Tab - : ' t SARICHO. m_n%mcm) |
?-’h: I At the time of release: 47.5 mg / tab'; |
| _ {525 mg / tab. (95% -105% of the|




-
aa

ttttt

-

. 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 AmitFarm, Jain Upasrya, Near Coca Cola Factoty, N.H, No.§, Kajipura-387411, Kheda, india,
 PhonefFax: 02694-277604/9058 | . | o
| " (The Drugs & Cosmetics Act 1940 & The Rules there under)

OUALITY/CEPTUDIKATAKOCTI
Cmp/Page 5 0f5

CERTIFICATE OF

A

) [claimed amount)
_ MpoTAroM CTROKY RPUAATHOCTY/
E 45,0 Mr /1ab -55,0 mr /1ab1 (90% -
F ) T ¢ ay 1‘
| E- | 110% Bip 33487€HOI KINBKOCTL) - =
| , | | | SR
! © | For expiration date: l'
| S - | 45.0 mg / tab, -55.0 mg /tab. (90%- |
! | Ei 10% of the claimed qugntit;f) -
s R I R — e
11, | Posnapauns |8 xBuanH 27 CEKYHK He 6inpiie 15 XBWIMH
Disintegration [8 minute 27 seconds | - \NMT 15 minutes |
12 l‘f}BﬁSHﬁHﬁHHﬂ 4- _ anosmaé R FHGGIIIBUIG {}',1%' T ]
{ amiHodeHOIY - . E | | O |
| Test for purity 4- | Complies |\ NMT 0,1%
| aniinophenol { . t a

MLIL
Komentaph yMosy 30epiragia/TpanciopTyBanHg py TeMuepaTypinmwicze 23°C .
Comments: to be stored/transit at the temperature below 25°C , . __
3asea npoe ceprudikanior«llnM g 38CBIMYIO, | IO H&BB}]’,BH& BuuetHGOpManis € HOCTOBIPHOIO T& TOUHOMO.
(Hiocephonponykuiidyrosupo0ieHo, . BKIIOYAIOTRIIAKYBAHHS/MAPKY BEHHSA,  Ta NPOBEIEHO  KOHTPOJE fisxocT: HA
BugesasHaseHif i nsHuLi . y nosnisignosianocti spumoramn GMP, BCTZHORICHHUMUMICHEBHMPETYIITOPHUM OPTanoM, & -
TakoXeLoBinHO 10 cuenddikauilt, WoMICTATECA Y peccTpanifHoMyNockEKPATHI-IMIIOPTEPS. l]pGTGKOJTﬂBnpO'ﬁﬂ}{liTB&',.
HaKyBaHHS Ta aHaNisiE6YI0neper 1Ay TO Ta BCTRHOBACHOBANOBIAHICTE GMP».. ' |
Certification statement: «J hereby ceriify that the above information is authentic and accurate, This patch of producthas -
been manufactured, inchiding packaging/labelling, and quality confrol at the above mentioned site in full compliance with
GMP requirements of the tocal 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” ~ o e N |
TIpizBHiNe T4 NOCAXR/3IBAHHS 0co0H, IKA BHAANAN03BLT Ha BHHYCKCepIT:

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

NAMRATA PATHAK ( 0.C MANAGER )

Migoue ocobu, Axa BAA2AANO3BIY Ha BHITY CKReepii:

Jaramianucansy:

Date of signature




