Xopiperipaminy Maneat/

Chiorpheniramine maleate

Hac yrpumypaHud OiKy Ha
XpoMaTorpaMi A0CTUDKYBAHOTO

3paska 36iracTees 3 4acom

YTPHMYBAHHS NiKy HA XpoMaTorpami
CTaHAApPTY.

Retention time of peak of the sample
in the chromatogram should

correspond to the retention time of

peak in the chromatogram of the
standard.

Yac  yTpuMyBaHHS  THKY . Ha.
XpOMATOrpaMi  AOCHKYBAHOTO
spaska 30iraeTecs 3 wacoM
YTPHMYBaHHS niky Ha
XpomMaTtorpami CTaHIapTy.
Retention time of peak of the
sample In  the chromatogram

should correspond to the retention
time of peak.in the chromatogramn
of the standard, - -

®eninedpuny rinpoxnopun/
Phenylephrine hydrochloride
Kodein/

Caﬁ:"eine' |

Hac  yIpuMyBaHHa
xpomarorpami
3paska

mKy  Ha
JOCHIDKYBAHOI O
30iraetecs 3 Hacom

| yTprMyBaHH: IiKy Ba XpoMarorpami

CTaHAApTY. A
Retention time of peak of the sample
in the chromatogram  should

| correspond o the retention time of

peak in the chromatogram of the
standard.

Yac yTpunMyBaHHA THKY HA
XpOMAaTOrpaMi JOCIIIKYBAHOTO
apaska 36iraeTeca 3 yacom
YTPUMYBAHHS MTIKY HA XPOMATOrpami
CTAHAApTY. -

| Retention time of peak of the sample
| in the chromatogram should

correspond ta the relention time of
peak in the chromatogram of the
standard.

Yac  yTpuMyBaHHA MKy Ha
XpoMatorpaMi  AOCHIAKYBAHOTO
spaska 30iraerbes 3 yacoM
YTPHMYBaHHA niKy . Ha
Xpomarorpami CTaHZapTYy. |
Retention time of - peak of the
sample in  the chromatogram

should correspond to the retention
time of peak in the chromatogram
of the standard. : -

Yac  yTpuMyBaHHA TIKY ~Ha
XPOMATOTpaMi  JIOCTIfPKYBaHOrO|
apaska  30iraeTeea 3 uacoM
YTPUMYBaHHS Ky H
XPOMATOrpami CTaHIApTY.
Retention ftime of peak of the|.
sample -in  the chromatogrom
should corréspond to the retention
time of peak in the chromatogram
of the standard. :

Cepenns maca Tabnerox

647,92 mr 6350 mr+ 5% .
Average weight of tablets 647,92 mg 650 mg+ 5%
OaHopigHicTs Macu B opezenaxsopmel 5%
Uniformity of weight within limit + 5% -
| Posunrenns/ He menme 70 % (Q) nporsrom 45
Dissolution , XB, ‘
[apaneramon/ CooTBeTeTRYCT NLT 70 % (Q) during 45 min.
. | Paracetamol Complies _ | _—
1. He mernwe 70 % (Q) npotarom 4
Kodein/ Cooreercrayer XB. ‘ :
Caffeine Complies NLT 70 % (Q) during 45 min.
®eninedpwny rinpoxnopuy/ | CooTsercreyeT
| Phenylephrine hydrochloride | Complies
Xnopderipaminy Maneat/ | Coorsetcreyer
Chlorpheniramine maleate Complies
Crupanicrs/ - 0,49 %
Abrasion 0,49 %

Crifixicts 10 po3nasmoBaHms/

6,94 wricm’




Resistance to crushing

J 6,94 kg/em”

NLT 4,8 kg/em* {or not less than
47,07 H)

Kinpxicue smanauess
Iapaveramon/
t Paracetamol

492,69 Mr/1al (98,54 %)
492.65 mg/Tab

NA

Ha Momenr sunycky/ At the time of
release:

475 — 525 mr /1ab (95%- 105%)
475 - 525 mg/Tab

IpoTsrom cTpoKy NprHIaTHOCTL/
During shelf life. :

450 - 550 Mr/1ab (90%-110%)

450 — 550 mg/Tab

Geninedpuuy rigpoxtopun/
| Phenylephrine hydrochloride

4,95 mr/Tab (99,13 %)

14.95 mg/Tab -

NA

Ha mowmenT sunycky/ At the time of
release: '
4,75 - 5,25 mr/Tab (95% 103%)
4.75 - 5.25 mg/Tab

| [Ipotarom crpoxky ]'[pld}laTHOCTi/ _

During shelf life:
4,5 - 5,5 mr/1ab (90%-1 10%)
4.5 —5.5 mg/Tab

- | Kodein
Caffeine

29,89 Mr/1a6 (99,65 %)
29.89 mngab

NA

Ha moment Bunycxyf At tke time of
release: '
28,5315 MF/TaG (95%—]05%)
28.5 —31.5 mg/Tab

IMporsarom ¢TpoKy NpHAATHOCTL/
During shelf life:

27 - 33 mrfrad (90%-11 O%)
27 - 33 mg/Tab . < 8

S anptbeﬁipa'miﬁy manear/

Chlorpheniramine maleate

| 1,96 mr/ral (98,23 %)
11.96 mg/Tab

NA

Ha momenT Bunycky/ At the time of
release:

11,9 - 2,1 Mr/1ab (95%-105%)

1.9 2.1 mg/Tab

Ipotsarom crpoxy UpHﬂ&THOCTI/ '
Durmg shelf life:

1,8 — 2,2 mr/Tal (90%-110%)

1.8 2.2 mg/Tab

| Harpito Gemsoar/
1 Sodium benzoate

2,00 mr/Tab (100,31 %) 3

Ha moment rrycky/ At the time of |
release: _
1,8 — 2,2 Mr/1a6 (90%-110%)

2.00 mg/Tab
1.8 -2.2 mg/Tab
. [IpoTarom ¢TPOKY IPHAATHOCTI/ .
NA During shelf life:
1,8 - 2,2 Mr/Tab (90%-110%)
1.8 — 2.2 mg/Tab :

OnnopinnicTs T03yBaHHA
Uniformity of dosage

o Hapaueﬁmon/ Paracetamol

: _i{(_)fbe'l'i{/ Caﬁ”efne _

| Deninedpuny Fiii OX710 |
thpwny p puy/ | Cootsetcrayer /Complies

Phenylephrine hydrochloride

')QIOp{ﬁGHipMIiHy Manear/

Cooteetcyer /Complies

Cooruercteyer /Complies




A Chiorpheniramine maleate

Cootserctayet /Complies

10 | Burnauenns 4-aminogenony/ | CoorsetcTByer He 6imbme 0,1%
" d-aminophenol definition Complies NMT0,1% .
1T [ Mukpobionoriuna uuneroTa/ <10 KYO/fr 3aragpHa  KUIBKICTE  aepobHux
: <10 K¥YOir | mikpoopranismis  (TAMC) me
Crneacamper Ginsure 1000 KVO/r.
| 3araneHa  KinbkicTh  JPDLKIHKOBHX
1a 1oncaseux rpubis (TYMC) ne
Ginbine 100 KYOrr,
BunpoGyeauus 3a3HAYEHUX
{ Mixpooprauizmis: BigcytHicTs
. . , Esherichia colis 1 1.
Microbiological purity ;g) cﬁ;gz Common amount of aerobic
' ' Ml microorganisms (TAMC) not more |
than 1000 KYO/of g.
| Common amount of zymic and|
mowld  mushrooms (TYMC) not
. more than 100 KYO/of g Test of|
the marked microorganisms
Absence of Eshevichia of coliina I |
. . : g ‘ :
12 | PosmananHs 6,36 XBWIHH. He 6inbwe 15 xBunuy.
- Disintegration 6,36 minutes NMT 15 minutes.
13 | ToeummHa TabneTsu 5,17 mm 5.1 MM 0,3 v
' - y 5,17 mm (4,8 Myt — 5,4 mm) .
Thickness of tublet ' 51 mm+03mm

(4,8 mm - 5,4 mm)

© Komenrapi: ymosh 30epiraHHa/TparcliopTyBaHHA NPy TeMacpatypiumnye 25°C 8 cyxoMy i 3aXieHoMy BiI cBiTaa Micui

Comments; to be slored/transit at the temperaturc below 25°C in a dry and protected from light

3asea npo ceprndirauir: «llum 2 3acsizuyio, wo xasciena suue jugopMaris € JocTosipHoo Ta TowHOW. 10 cepio

© npoaykiii 0yno BAPCOICHO, BRIIOYAIONM [AKyBAHHA/MAPKYBAINA, T4 TPOBYICHO KOHTPOIs i AKOCTL HA BHLUE3A3NAYEHIN

OileHMNII y moBHIM sianopigniocri 3 sumoramm GMP, BOTaHOBNCHHMH MICHEBHM DPETYAATOPHWUM OPranoM, & TaKox
BiamosigHo o cneuudikanilt, wmo mictaTecs y peecrpanilinomy aocse kpaluu-ivnoprepa,  TIporokoan supoGHAUTEA,

MaKyBaIlHs T8 anayizin 0y NeperiAHyTo Ta BeTaHoBAcHo Bianosiagicrs GMPr,

Certification statement: «I hercby certify that the above information is authentic and accurate. This batch of product has
“béen manufactured, including packaging/labelling, and quality control at the above mentioned site in full compliance with

. GMP requircments of the local Regulatory Authority and in accordance with the specifications in the registration dossier of

the importing country. This batch processing, packaging and analysis records were réviewed and found to be in compliance

witlh GMP®

Ipissunic Ta nocaga/znansn ocodn, AKA BHAANA J03BLT HA BUITYCK cepil:

GOKULESH PATEL

Iixane ocobn, KA BAAANA A03BLI 112 BHIYCK Cepii:
- Signiture of the person authorizing the batch release

HaTa nimacanas:
Date of signature

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




JEPXIIIKCIIY)XBA
JEPXABHA CJOYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCBLKIIi OBJIACTI

npocnext Banepis Jlo6anoBcskoro, 51, m. Kuig, 03110, Tes/pakc: (044) 2753030
E-mail: cﬂs.ka@dls.g&v.ua,httns://www.dls‘gov.ua, Kox €APTIOY 37078774

BUCHOBOK
NPO AKICTH BBe3eHOIo B Ykpainy aikapcskoro 3acoby

05.10.2020 Ne 45009/20/10

DJIIOKOJI®-N

(HaiiMenyBanus mikapcrkoro 3acoby 3rizHo 3 peecTpaniiHuM NOCBiNYeHH M)
Tabaerku no 4 Tabrerkn Yy ¢rpani; no 1 crpuany nanepoBoMy KoHBepTi; o 50 KOHBEpTIB y
KaPTOHHIN Kopobui 5

(dhopma Bumycky, AO3YBAHHA, BHA NaKyBaHHs TKapcsKkoro 3acoby)
Homep peectpanitinoro nocsimuenna UA/6266/01/01 CTPOK Zif peectpaiittoro noceizuenns 01.01.2099
Cepia nikapcbkoro 3aco6y Ne FB0447 Kinbkicts BBeseroro nikapeskoro 3acoby 27

BupoGaux Ha6poc ®apma Iler. Jiny., Inpis

{nalimenynanug BHPOGHHKa NKapeskoro 3acoby, kpaina TOXOMKEHHS)

BeeseHo B Vipainy Torapucrso 3 06Mesxeno BiINOBiRaILHICTIO "Iip. Penni'c
JlaGoparopis", inenr. xon: 37560808

{HaliMenyBanns Ta Koa 3a E€LIPTIOY wopunu4sol ocoby 260 upizsgite, iM's, o GarLkos; izaunol
0co6H - nianpuemiLs, ii micte TPOXHMBAHHA T4 peecTpauifiuit Homep 06ikoBoi KapTKH NIaTHuKa
TIOAATKIB a0 cepis Ta HoMep racnopTa)

Hporokon sisyansnoro xourpomo siz 03.09.2020 Ne 2828/13.

JlaGoparopruii aranis axocti nikaperKoro 3acoby 3aicHeHui:

1aaq

A1 "Lenrpansna naGopartopis 3 aanizy sxocri TKapehKHX 3aco6iB | MeaHUHOT OpPOIYKIIii
(M.Kwi, Byn.Kynpssceka 10r) |

(HaliMenyBanms Ta MicueIHaXOIRERI naGopartopil, 1o nposena naboparopHuit aHanis skocti)

BrcHoBoK mozto skocTi nikapeskoro 3acoby, Bunanmit maGoparopiero six 30.09.2020 No 2785

Pesynsratu na6oparoproro aHalli3y FKOCTi JTiKapchkoro 3aco0y 3a mepeBipeHIMH MoKA3HUKAMH BianoBiganTs
BUAMOraM METO/IiB KOHTPOMO FKOCT] (aHanitmano-HOpMaTHBHOT HOOKYMEHTaIIT). |

3a pesynbraramu HEPKABHOTC  KOHTPOIIO BCTAHOBNEHO, IO
AOTPHMAaHHAM sumor 3aKOHOZAaBCTRA oA 3a6esnevenus ;,&'




NABROS PHARMA

PVT.

g

LTD.

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

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

CERTIFICATE OF OUALITYfCEPTI’Iq)IKAT AKOCTI

Cmp/Page 1/4

_ Haaaa npoayknii: OJ1 IOI\OJ]J]@—N
-t Name of the Product: FLUCOLD®-N

Kpaiua-sapotunx: Ingis
Country of the manufacturer: India

Cusnia piifakrnsnicms: | Tabaerrs MicTurs: napancraMony 500 vr,
wotheiny 30 mr, beninediprry rizpoxnapingy 5 v, opeuipasiny

| manedry 2 Mr

Strength/potency: 1 tablct contains: pamcetamol 5(1-{) mg, caffeine 30 mg,
phenyiephring hydrochloride 5 mg, chiorpheniramine maleate 2 mg

Poamip Ta Tun nakypanss: o 4 Tadnerkn B crprni; no |
CTpHITY B NATICPOBOMY Koupepti; no 30 KOHBEPTIB ¥
raprouniit kepobnl 3 MapryBaHHsM YKPATUCLKOIO 14
aHTIiHCRKOI0 MOBAMH E

Size a d ty pe of package £} =

strip, 1 strip ind

Ne pe_ccmauii‘mofo_ nocsiaaenns: UA/6266/01/01
Registration certificate Ne: UA/6266/01/0T

ﬂlxapcbxa dmpma‘ TabneTkN
Pharmaceutical form: tablats

- [ Cepin Ne: FBO447

Batch Ne: FI30447

Poamip naprii: 2300 ynakosox

| Batch Size: 2500 PACKs

Hara BHpOGHHITED? 04-2020
Date of Manufacture: 04-2020

Tepmin rnpuaatuoeti: 03-2024
Expiry date: 03-2024

: HﬂH’VIEH}'BaH Hl, anpeca T HOMED AineHsit Bnpnﬁmma Ta KOHTpO.ﬂ“}
SROCTI:

Name, address and numbers of the l|censes of manufacture and quality

' control

Habpoc ®apwma Iet. JI1o,

Croppeit Ne 110/A/2 Anit @apy, [lxeits Ynacps, noGmmzy
sanogy Koka Kosa, H.X, Ne8, Kanxinypa-387411, Kxena,
Ingin, Ne G/1559 '
Nabros Pharma Pyvt.Ltd. ' _

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

s

‘Cola Factory, N.I1. No.g, delpura-3874ll Kheda, India,
Ne Gf iSSQ -
BES _ - Tecr/Test Peésyavtar/Result Cnéumpi_xauiﬂ! Specification
- 8,
1 No _ e
1. |Ouwme/ Kpyrui  nenoxputi  obononkoio | Kpyrii  Hemokputi  0GonoOHKOIO
' .. Tal/eTKH pOKEBOTO KOMBOPY 3 |TAlAeTKU POKEBOTO KOABOPY 3
TeMHO-POKEBUMH BKPATMICHHAMU. . | TEMHO-POXKEBHMH BKPAIUIEHHAMH, .
Round shaped, uncoated, pink- Round shaped, wncoated, pink-

Description

impregnations.

colored tablets with dark-pink

colored tablets

with - dark-pink
impregnations, :

(2. |lpewrudikauis/ Identification

standard.

- Hac yrpumysasus niky Ha

Hapaueramon/ XpoMaTorpaMi J0CHIKYBAHOrO
C 3pazka 30iraeThes 3 uacom
YTPHMYBAHHA DIKY Ha XpoMarorpami
CTaH;::apTy.
[ Paracetamol

in the chmmafogmm sfrm.:fd
correspond Lo the retention ighe
peak in the chromatogram ofe

Yac yTpHMYBaHHS TKY Ha
XPOMATOrpami JOCIPKYBAHOTO
3pasKa 30iracTees 3 HACOM
YTPEMYBAHES niky Ha

chromamgram

‘fﬁ the chromatogrom
i THALOgraM
KYFRTY  op Rl 2N\
‘ft 5:3’5‘ g 75

Y
/

pesond to the refention |




JAEPXIIIKCITYXEA
AEPKABHA CIIY)XKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMH Y KHIBChKTj OBJIACTI

npocriext Banepia JloSanoscbkoro, 51, u. Kuig, 03110, ren/daxc: (044) 2753030
E-mail; d13.ko@dIs.gov.ua,lgt_tps://ww.dlggggv.ug, Koa €APTIOY 37078774

BHCHOBOK

Npo 9KiCTh BBE3eHOro B Ykpalny nixapcexoro 3acoby

05.11.2020 M 56053/20/10

DIIOKOJI8-N

(saltmenypauns nixapcekoro 3ac0By 3riaHo 3 peecrpauitim nocaiyeHmaN)
1a61eTKH N0 4 Tabnerin Y eTpani; no 1 crpuny s naneporomy xoHBepTi; o 50 kousepris y
KapToHRil xopobni

(dopma BHITCKY, J03YBAHHA, B NAKYBANHA nikapcekoro 3acoby)

Howmep peecrpauiitoro nocsizgenns UA/6266/01/01 CTPOK AiY peecTpanifvoro nocsiguenus 01,01 .2099
Cepis nixapcskoro 3acoby Ne FB0452 Kinbkicrs pBeseroro nikapesxoro sacoGy 27

Bupobumxk Habpoc ®apma [IsT. JIra., Iagia

(HaAMCHYRAHHA BHPOOWKE nixapcexoro 3acofly, kpaima TTOXOMKEHHS)

Beeaero & Vpainy Torapucrro 3 obmexenoio Bianosizaneuicrio "Ip. Pexai'c
JlaGoparopis”, ixenr. kna: 37560808

IpoToxon sisyansbHoro KoHTpouio Bix 22.10.2020 M 3569/2,
JlaGoparoprmit ananis sxkocri TKAPChKOro 3acofy amificheHmi:

HAI1 "Uenrpannua naboparopis 3 awanisy sxocri JMiKBPCEKHX 3ac06iB | MequyHOY opoayxuii”
(M.Kuis, Byn.Kynpascrxa 10r)

(nafiMeHyBanng T8 MiCLUEIHAXOK e IS AaBoparopil, me nposcna naSopaTOPHUR aHANZ AROCTE)

Bucrosox mono sxocri nikapcrroro 3acoly, Brnanmi naGoparopicio six 04.11.2020 No 3091

Pesynb1at naGopatopHoro &HANIZY FKOCT] JikapcsROro 3acoby 3a TepeBipeHUME NoKasHHaMM BIIIOBiNaI0TS
BHMOTaM METO/LiB KOHTPOIFO SKOCT (ananiraauo-HOpMaTHRHO] AOKYMEHTRI{Y),




NABROS PHARMA

PVT.

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

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

CERTIFICATE OF QUALITY/CEPTA®IKAT SIKOCTI

' Cmp/Page 1/4

- | Hasea npoayxuii: ®IIOKOA®-N -
". | Name of the Product: FLUCOLD®-N

Kpatna-snpobruk: Innis
Country of the manufacturer; India

Cuaa aiitakrasnicrs: | TabseTia MicTHTS: napaneramoay 500 mr,
xo(einy 30 mr, desinedpuny FiIpoxnopuay 5 Mr, xaopdexipaminy
masicaTy 2 mr ) : )

Strength/potency: 1 tablet contains: paracetamol 500 mg, caffeine 30 mg,
phenylephrine hydrochioride 5 mg, ¢hlorpheniramine maleaie 2 mg

Posmip Ta Tun maxysanns: ue 4 1abaerkn B crpuni; no 1
CTIPHIY B BANEPOBOMY KOHBEpTI; 110 S0 XoHDepris y
KapTOHHiH KOPOGLI 3 MapKyw:LHHAM YKpaTHCLKMO Ta
aHrnifeLKo0 MoBaMH - '
Size and type of package: 4 rablcts
paper envieloy .30 envelopes in a-cérton
ox: markedt by: English and ¢ rainjan

Lstrip in 2

v_j&- peecTpauiiinoro nncnin‘xemm.: UA/6266/01/01
Registration certificate Ne: UA/6266/01/01

Jliapcuka Gpopma: Tabnerin
Pharmaceutical form: tablery

" | Cepisr Ne: FB0O452
Batch Ne: FB0452 .

Posmip napril; 2300 ynakosos
Batch Size: 2500 PACKs

Jlara supoSuunTBa: 04-2020
{ Date of Manufacture; 04-2020 -

Tepmin npunarnocti; 03-2024

Expiry date: 03-2024

| Haltmenysannn, anpeca va Homep aluensii enpoSunka 1a KONTPOJIO
HKOCTi! o . :

| Name, address and n‘uinbﬁrs of the licenses of maniifacture and quality
control: v : o :

Habpoc ®apma I1er. Nz, o -
Cuopaeit Ne 110/A72 Amit Dapy, fketn Ynacps, nobmizy
3aozry Koka Koau, H.X. Ne8, Kaspkinypa-387411; Kxena,
[unta, Ne G/1559 . . .

Nabros Pharma Pvt.Ltd. . .

Survey No. 110/A/2 Amit Farm, Jain Upastya, Near Coca
Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,

Ne G/1559 )

I Tect/Test

impregnations.

" PesyanTat/Result " . Crenngixauis/ Specification
3w/ B C I
.
| No ' . . - . : : : .
(1. | Omc/ Kpyrni . wenoxpuri  ofononkoio | Kpyrai - HEMOKPUTI  0BOJOHKOI
- - TAONOTKH . pOXKEBOTO KOMLOPY 3| Tabnerkn POXEBOTO  KONLOPY. 3
v TEMHO-POIKEBHM BKPANNTGHHAMH. TEMHO-POYKEBHMH BKPATUICHHAMM.
| Description Round shaped, uncoated, pink- Round  shaped, uncoated, - pink-

colored tablets with dark-pink .

‘1colored rablets

with  dark-pink
impregnations: S

2. |lnentndixanis/ Identification

standard,

Yac yTpuMyBasua niky Ha

[Tapaneramorn/ - XpOMaTOrpaMi 0cnipKyBaHOTO
N 3paska 36iraeTbes 2 yacoM .
YTPHMYBaHHR 0iKy HA XpOMaTorpami
, CTaHpapry. ' .
Paracetamol ‘

Retention time of peak of the sange
| in the chromatogram should  #
correspond (v the retention ti
peak in the chromatogram of

‘Hac yrpumyBanms niky Ha -

|| XPOMaTOTpaMi AOCHi Ky BAHOTO
3paska 36iraeThes 3 9acoM
YTPUMYBAHHS HiKy Ha
XpQyaTOTpaMi CTaHNAPTY.
dige of  peak of the|.
& Nhe  chromatogram

.

/gx an. A (856 dc’j LY 7 o ‘\/Cg"w'ﬁ/

ond 1o the retention| .~



I
:
|
|
|

| Xnopdenipaminy manear/

 Chlorpheniramine maleate

Yac yTpaMyBaHH% niky Ba
XpPOMaTOrpaMi AOCIT IXKYBAHOTO
3paska 36iracThes 3 uacoM
YTPHMYBAHHA NiKy Ha XpOMaTorpami
CTaHAApPTY. .

Retention time.of peak of the sample
in the chromatogram should
correspond to the retention time of
peak in the chromawgmm of the
standard.

Yac  yrpuvysawns wiky Ha
XpoMaTtorpaMi nocninx(ynanoro
3paska  0irAeTECT 3 YacoM
YTPHMYBAIs iKY ‘HA
XpoMarorpami CTaHAApTY,
Retention time of peak of the
sample in  the chromatogram |

should correspond to the retention
time of peak in the chromatogram
of the standard.

Caffeine

| Deninedpuny rizpoxsopuy/

.Phenylephrine hydrochloride

Kotein/

Hac * yrpumyBaHHA  niky Ha
XpOMaTorpaMi AOCNIIKYBAHOrO
3paska  36iracTeca 3 4acom

YTPAMYBaHH: NiKy Ha XpOMaTDI‘paMl

'CTaHAapTy.

Retention time of peak of the Aumple
in -the chromatogram should
correspond to the refention time of|
peak in the chromaogram of the
standard.

Hac yrpumypanss niky wa
XpOMATOrpaMi JOCH HKYBaHOrO
3paska 36iracTbed 3 9acoM -
YTPMMYBaHHS TIKy Ha xpoma*rorpam
CTaHgapry.

Retention time of peak of the sample
in the chromatogram should
correspond to the retention lime of
peak in the chromatogram of the
standurd,

Yac  yrpumysanns
XpomMarorpaMi - AOCHIKyBaHOro
3paska  30iraethcs 3 - yacom
YTPHMYRaTHS - miky . Ha
XpoMatorpami  CTaHAApTY.
Retention fime of peak of the
sample in  the chromatogram
should correspond to the retention
time of prak th the chromutogmm '
of the stendard,

" niky Ha

Yac  yipumysanss  niky Ra
XpoMmaTerpaMi  AOCNIAXKYRAHOro
3paka  30iraeThea 3 4acom
YTPHMYBaHHs . niky ‘Ha
XpomaTorpami © cTaNAapTy.
Retention time of peak of the
sample in  the chromatogram |
should corre, spond to the retention
time af peak in the chromaroqmm
of the standard. - :

| Cepenns maca Tabnerox

.| Criilixicrs mo posmarioBanns/

3. , 644,22 Mr 650 Mr £ 5%
| |Average weight of 1ablets 644,22 mg 650 mg: 5%
4. OnnopiasicTs Macy B npeaenaxHopmer +5%
' Uniformity of weight within limit + 5% 1
5. | Posunxenna/ He menme 70 % (Q) npomrom 45
Dissolution o XB.
Tlapaueramon/ CootsetcTayer NLT 70 % (Q)-during 45 min,
| Paracetamol Complies o -
. o He menwe 70 % (Q) nporgrom 45
Kogein/ CootsercInyer XB. . T
Caffeine. Complies NLT 70 % (Q) during 45 min.
@eninedpuny rigpoxiopmg/. | CootsercTayer He menwc 70 % (Q) BPOTATOM 45
Phenylephrine hydrochloride | Complies’
Xnoptenipaminy maneav/ | Cooraercrayer
Chlorpheniramine maleate Complies
16 Crupanicrs/ 0,46 %
| |Abrasion 0,46 %
1° 6,98 xr/cm’




| Resistance to crushing

6,98 kg/em’

NLT 4,8 kg/cm® (or not less than
47,07 H)

KinskicHe BH3HAYCHHS
Napaneramon/
Paracetamol

490,44 Mr/Tab (98,09 %)
490.44 mg/Tab

NA

Ha momenrr suntycky/ At the fime of
release:

475'- 525 Mr /1a6 (95%-105%)
475 — 525 mg/Tab

IMporarom crpoky npunarocTi/
Duyring shelf life:

450 — 550 mr/Tab (90%-110%)

450 - 550 mg/Tab

Qeninedpmmy rinpoxnopun/

 Phenylephrine hydrochloride

4,88 Mr/Tab (97,71 %) . .
4.88 mg/Tab

NA

{ Ha Momenr Bunycky/ At the time of

release:

14,75 — 5.25 mr/Tab (95%-105%)
14.75 —5.25 mg/Tab

Hporsrom crpoxy npunatocty/
During shelf life: 4
4,5 - 5,5 mr/1ab (90%-110%)
4.5~ 5.5 mg/Tab

Kodetn

| Caffeine

129.83 mMr/1a6 (99,46 %)

Ha moment nummycky/ At the time of
release
28,5 31,5 Mr/rab (95%- -105%)

[?9:33 mg/Tab 28.5-31.5 mg/Tab
' TIporarom ¢rpoky. npuaaTHOCTL/
During shelf life:
NA 27 = 33 Mr/7ab (90%-1 10%)
oo e S 27-33 mp/Tab.
_ Xnopenipamity masiear/ A Ha moment Bur[ycicy/ At the nme of
- | Chlorpheniramine maleate S ' - |release:
s g’gg x‘g/TT‘ﬁ(wo’B %) 1,9 - 2,1 mr/ra6 (95%-105%)
= 1.9 -2.1 wmg/Tab
Iporaray cipoky HpHAATHOCTY
NA ' During shelf life:

1,8 2,2 Mr/Tab (90%-1. 10%)
1.8--2. 2 ma/ Tab

‘Harpiro Genzoat/
| Sodium benzoate

112,05 MI/Tab (102,83 %)

2.05 mg/Tab

NA

{Ha soment Bunycxy/ At the time of |

release:

-1, 8 2,2 mriTab (90%—110%)

1.8-22 mg/Tab

Iporarom crpoky npunaathocri/
During shelf life: , '
1,8 - 2,2 wir/tab (90%-110%)

-11.8-22 111gfl“ab

Onuopinnicts Jo3ysanns
Uniformity of dosage

napaué'ramon/ Paracetamol
Kodein/Caffeine

@eni.ue@uay
FPhenylephrine hydrochloride

.| Xnopdenipaminy maneay/

Fipoxnopun/

Cooteercreyer /Complies

Cootrercrayer /Complies

Cooteercrayer /Complies ‘

<
Sl =

e




Chlorpheniraﬁine maleate | Coorserctayer /Complies

10 | Busnaverns 4-aminodenomy/ | Coorserctyer S He Ginbise 0,1%.
| 4-aminophenol definition Complies NMT 0,1%
‘11 | Mmrkpobionoriana uucrora/ | <10 KYO/r ' 3aranbha  kinbkicTs  aepolHuX
3 : ' <10KYO/r _ Mikpoopranizmis  (TAMC)  se
Orcyrcreyer . { 6inbime 1000 KYO/r.

3araiena  KiABKICTE  APiXIKOBHX
Ta nricrgrux rpubis (TYMC) e

{GinpLue 100 KYOrr.
Bunpobyrarma 3A3HAYEHMX
Mikpoopranismis: Bincyrnicts
vy . . : . | Esherichia colis 1, ’
Microbiological purity ' :I]OO:fﬂL;/;,:;n‘ : Common  amount  of . aerobic
' : Absent gm . microorganisms (TAMC) not more|.
' - " |than 1000 KYO/ofg.
| Common amount of zymic and)|
mould mushrooms (TYMC) not
|more thon 100 KYO/of g, Test of |
the marked microorganisms
Absence of Esherichia of coli ina.1
. = g :
{12 |Posmamamns 6,35 xpunun. - He 6inpue |5 XBHMH,
v - | Disintegration 6,35 mimaes o | NMT 2 5 minutes.
©+ . |13 | ToBmuHa TaGrerky 5,16 MM 5,1 Mm = 0.3 mm
' 5,16 mm - A (4,8 MM - 5,4 mm)
' . 5,1 mm 0.3 mm

Thickness of tablet

(4,8 mm - 5,4 mm)

: Kdmufapi: YMOBH 36epiraHHs/ TpancropTyBaHHEA py TeMOCPATY piniKye 25°C B CYXOMY i 3axHULETOMY BiX CRITAR MiCII]
Comments: to be stored/transit at the temperature below 25°C in a dry and protecled from tight SR

" 3anpa npo ceprdrikauito: «1lum a sacsizayio, mo HaseAela BUILe indopmania € gocToripioio ta TOYHOIO, Hio cepio
npoaykudi Gyno BrpOBNENO, BITIOYAKYM NaKyBANHA/MAPKYBEHHA, T4 IPOBGACHO XORTPOs Ui wkoeT! Ha BHIIE3A3HAYCHII
AiaewMmi y nosmilt Bimmonigioct s umoramm GMP, BCTanonjelnmu MICUEBHM .PETYATOPIUM OPTaHOM, 8 TAKOK
'BlANMOBITHO 0 coenudikauih, mo micraTeea Yy peecrpauifiuomy aocke kpainu-iMmoprepa, 1iporoxoau BUpOGHEUTEY,

" MaKyBaWHA T aHANi3IB GyJo LUEPErTANYTO T4 BCTAHOBISHO BiLNoBiMicT GMP», T o
Certification statement: «l hereby certify that the above information is authentic and accurate. This batch of produci has
been manufactured, including packaging/labelling, and quality control at the above mentioned site in full compliance- with
GMP requirements of the local Regulatory Autherity and in accordance with tho specifications i ihe registration dossier of -
the importing country. This batch processing, packaging and analysis rccords were reviewed and found to be in complignce -
with GMP” 5" ' - : .

Hpissame Ta nocajia/seanns ocobn, sika BUxAIA 03B HA BHNYCK CCpil: .
- Name and position/title of person authorizing the batch release:

GOKULESH PATEL

- Mignue ocon, sxa Bugana 03B HA BUIYCK cepil:
Signiture of the person authorizing the batch release

Mata mignacanns:
Date of signature




Xnopdenipaminy manear/

Chlorpheniramine maleate

Hac yrpumysanns nixy na
XpoMaTorpaMi A0CAipKyBaHOIO
3paska 3biraerses 3 yacom
YTPUMYBAHHS MKy Ha XpoMarorpami
craHaapry.

Retention time of peak of the sample
in the chromatogram showuld
correspond to the retention time of
peak in the chromatogram of the
standard.

Hac  yrpumysamus niky Ha
XpomatorpaMi  pocaimKysaHoro
3pazka  3biraeTees 3 yacom
YTpHMYBaHHA niky Ha
Xpomarorpami cTanaapry.
Retention time of peak of the
sample in the chromatogram
should correspond to the retention
time of peak in the chromatogram
of the standard,

Deninedppuny rizgpoxaopua/ | Yac YIPDHMYBaHHA  miky  ma|Yac YTPUMYBaHHA MKy ma
Xpomarorpami AOCALLKYBAHOro XpomatorpaMi  pochnimkysaHoro
3paska  3biraetca 3 yacom 3pa3ka  3biraeTees 3 wacom
YTPHMYBaHHA MiKy Ha Xpomartorpami YTPHMYBaHHS niky Ha
cranaapry. Xpomatorpami CTaHaapry.

Phenylephrine hydrochloride Retention time of peak of the sample | Retention time of peak of the
in the chromatogram should sample in the chromatogram
correspond to the retention time of | should correspond to the retention
peak in the chromatogram of the|time of peak in the chromatogram
standard, of the standard.

Kogel/ Hac yrpumysanns niky na HYac  yrpumysanus niky wa
XpomaTorpami A0¢iKyBaHoro XpomatorpaMi  pocaimkysanoro
3paska 36iraeThes 3 yacom 3paska  30iracTees 3 vacom
YTPHMYBaHHA NiKy Ha Xpomarorpami YTpUMyBaHHs niky,, Ha

Gl cTaHaapry. Xpomarorpami cTaHaapry.,

Cafeine Re'femiﬁ‘fm of peak of the sample | Retention time of peak of the
in the chromatogram should sample in the chromatogram
correspond to the retention time of |should correspond to the retention
peak in the chromatogram of the time of peak in the chromatogram
standard. of the standard.

Cepeana maca tabnerox 645,41 mr 650 mr = 5%

Average weight of tablets 645,41mg 650 mg+ 5%

OnanopiamicTs macu B mexax wopmu + 5%

Uniformity of weight within limit + 5% ;

Posuunenns/ He menwe 70 % (Q) nporarom 45

Dissolution XB. :

Mapaueramon/ Bianosizae NLT 70 % (Q) during 45 min.

Paracetamol Complies

He menme 70 % (Q) nporarom 45

Kogeinw/ Bianosizae XB.

Caffeine Complies NLT 70 % (Q) during 45 win.

Deninedpuny rigpoxaopuy/ Bianosinac He menwe 70 % (Q) nporsrom 45

Phenylephrine hydrochloride | Complies :

Xnopdenipaminy manear/ | Binnosinae

Chlorpheniramine maleate Complies

Crupanicrs/ 0,60 %

Abrasion 0,60 %

CrilikicTs 210 posnasmosanns/ | 6,68 wr/on’ AARATN

(3N
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6.68 kg/cm’

NLT 4,8 kg/cm” (or not less than

Resistance to crushing 47,07 H)
Kinbkiche Busnavenns Ha momenT Bunycky/ Az the time of
Mapaueramon/ release:
Paracetamol 486,63 mr/ra6 (97,33 %) 475 — 525 Mr /16 (95%-105%)
486.63 mg/Tab 475 — 525 mg/Tab
lporsrom erpoky npuaarhocti/
During shelf life:
NA 450 — 550 Mr/ra6 (90%-110%)
450 — 550 mg/Tab
Denineppuny riApOXIOpH Y/ Ha moment sunycky/ Az the time of

Phenylephrine hydrochloride

4,92 mr/Tab (98,37 %)
4.92 mg/Tab

NA

release:

4,75 — 5,25 mr/1a6 (95%- 105%)
4.75 - 5.25 mg/Tab

[porarom crpoky NPHAATHOCTI/
During shelf life:

4.5 - 5,5 mr/Tab (90%-1 10%)

4.5 - 5.5 mg/Tab i

Kodein Ha momenT sunycky/ At the fime of
Caffeine release:
gg’g; :lmi Com ) 28,5 - 31,5 Mr/1a6 (95%-105%)
i 28.5 - 31.5 mg/Tab
Mporarom crpoky npunarnocri/
During shelf life:
NA 27 — 33 Mr/1a6 (90%-110%)
27 - 33 mg/Tab
Xnopdenipaminy manear/ Ha momenr sunycky/ A7 the time of
Chlorpheniramine maleate release:; !
1 1OMI/186 (97.81 %) 1,9 - 2,1 Mr/1a6 (95%-105%)
196 mg/Tab 1.9—2.1 mg/Tab
Ipotarom crpoky npuaatsocti/
NA During shelf life:
1,8 - 2,2 Mr/ra6 (90%-1 10%)
1.8 —2.2 mg/Tab
Harpiio 6enzoar/ Ha moment Bunycky/ At the time of
Sodium benzoate ° release;
g :mi(m’?? v 1,8 ~ 2,2 Mr/ra6 (90%-110%)
1.8 - 2.2 mg/Tab
IIpotarom crpoky npunaruocri/
NA During shelf life:
1,8 — 2,2 mr/1a6 (90%-110%)
. 1.8 = 2.2 mg/Tab
Oamopianicts nosysanns
Uniformity of dosage
IMapaueramon/ Paracetamol Binnosiaae /Complies
Kodein/Caffeine Bianosinae /Complies
S oy Pt o Bianosizae /Complies

Phenylephrine hydrochloride

Xnoppenipaminy mancar/




Chlorpheniramine maleate Bianosizae /Complies
10 | Busnauenns 4-aminodenony/ | Bianosiac/ He Ginbie 0,1%
4-aminophenol definition Complies NMT 0,1%
1 | MukpoGionoriuna uncrora/ <10 KYO/r 3aranbHa  kinbkicTs aepobHux
<10 KYOrr MiKpooprasismis (TAMC)  ne
Bincyrui Ginbie 1000 KYO/r.
3araneHa KinekicTs APIAKIKOBHX
Ta TCHABMX rpubie (TYMC) ne
Oinblue 100 KYOrr.
Bunpo6ysanus 3a3HaYeHHX
MiKpoopraniimie: Biacyruicrs
2 g ; 3 Esherichia colin 1 r. -~
Microbiological purity :Iltlloccff:ffr:ln Common  amount of aerobic
Abient microorganisms (TAMC) not more
than 1000 KVO/of g.
Common  amount of zymic and
mould  mushrooms (TYMC) not
more than 100 KVOlof g Test of
the marked microorganisms -
Absence of Esherichia of coli in a |
12 Poznanauus 7,14 xBunun. He Ginsiue 15 xpuwiun,
Disintegration 7.14 minutes NMT 135 minutes.
13 ToBiumna rabnerky 5,17 mm 5.1 mm £ 0,3 mm
5.17mm (4,8 MM — 5.4 mm)
Thickness of tablet 3.1 mm £ 0,3 mm
(4.8 mm - 5,4 mm)

Komeurapi: ymonn 36epiranns/TpaCIopTy BalHs npu iHnAYe 25°C B

CYXOMY i 3aXHIICHOMY Bia cBiTAa Micwi

TeMneparypi
Comments: to be stored/transit at the temperature below 25°C in a dry and protected from light

3asisa npo ceprudinauito: «lluy s 3aCBiAYYI0, O HaBeAeHa BHITe indopmanis ¢ Aocrosipioio Ta Tounow. Lo cepiio
npoaykuii 6ya0 supoGacHo, BrIOYaIOYMH TARYBAH HA/MAPKYBaHHS, T8 NPoBeIeHo KOHTPOAL iT AKOCTi Ha BHUICIA3HAYC NIk
Ainbeuui y noswili sianosianocri 3 Bamorami GMP, seranosaenmumu wictienin PETYAATOPHMM OPraHOM, a Takow

BianoBiano a0 cnewndikauifl, wo micrsTees ¥ peectpauifinomy nocke Kpainu-iMnoprepa.

TAKYBaHHA T2 aHani3in Gyau neperanuyTi Ta BeraHoICHO Bianosianicrs GMP»,

Iporokoan supoSHuuTE:,

Certification statement: «| hereby certify that the above information is authentic and a;curme._m_is batch of product has

with GMP™

HpizBume Ta nocaxa/ssanns ocobm, sika BuaaAa 103BLT Ha BHIIYCK cepil:
Name and position/title of person authorizing the batch release:

NAMRATA BHAVSAR ( 0.C MANAGER)

Miaune ocobn, sxa Buaana 1038in ua BHIYCK cepii:
Signiture of the person authorizing the batch release

HMara nignucanus:
Date of signature LY
) : ,/ *_:,‘l;';" f:-:/; 4
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JAEPXIIIKCIIY)XBA
AEPXKABHA CJIIY)XXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMHM Y KHIBCBKIN OBJIACTI

npocrniekt Banepis Jlo6anoseskoro, 51, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https: /fwww dls.gov.ua, Kon €IPTIOV 37078774

BUCHOBOK
Npo SIKiCTH BBE3eHOIo B YKpaiHy Jikapchbkoro 3acoby

15.11.2021 Ne 64159/21/10

®JIIOKOJII®-N

(HaliMeHyBaHH# JTiKapcBKOro 3acoby 3riiHo 3 peecTpauifiiuM noceigyenuam)
TabJ1eTkn no 4 Tabaerku y crpuni; no 1 crpuny B nanepoBoMy KOHBepTi; no 50 kousepTin y
KapTOHHii Kopobui

(dhopma BHIyCKy, I03yBaHHS, BUI NaKyBaHHS nikapceKoro 3acoGy)
Homep peecrpauiitroro nocsinuenss UA/6266/01/01 crpox aii peectpauitinoro noceimuenns 01.01.2099
Cepis nixapcekoro 3acoby Ne FB0547 Kinskicts BBe3eHoro nikapcskoro 3acoby 27

BupoGHuK Habpoc ®apma I1BT. JITH., [HAis

(natiMenyBanns BHpoGHHKa Jikapebkoro 3acoBy, kpaia MOXOMKEHHS )

Beeseno B Vkpainy ToBapucreo 3 o6Meskenoro BixmoBinaasuictro "Jp. Penai'c
JlaGoparopi3", inent. kox: 37560808

(naiimenysanus ta ko 3a €JIPTIOY iopuanaHoi oco6u abo npissuie, iM'st, O GATEKOBI (diznunOl
0co0H - mignpueMLd, ii Micue MPOAHMBAHHA Ta PEECTPaLiHiHiil HoMep 06JIiKOBOT KAPTKH rUIaTHHKA
nojarkis aGo cepis Ta HoMep nacnopTa)

Ipotokon BisyansHoro konrpomo sig 29.10.2021 N 3870/17.
JlaGoparopHuii aHani3 AKoCTi Jikapcekoro 3acoby 3ailicHeHuil:

JII "IlentpanbHa 1a6opaTopis 3 aHaNi3y SKOCTI JTiKapchKUX 3aCO0iB 1 MeHYHOT IpOIyKIi"
(m.KuiB, Byn.Kyapsisceka 10r)

(HaliMeHyBaHHS Ta MiCLE3HAXOLKEHHS J1aGopaTopil, O NpoBena naGoparopHuif aHami3 AKkocTi)

BucHoBOK 10710 sKOCTI NiKapckkoro 3acoby, Bumanuii naGoparopiero Bix 15.11.2021 Ne 2526

Pesynbrarn naGoparopuoro aHaJli3y AKOCTI JIIkapCLKOTO 3aco0y 3a mepeBipeHHMH IOKa3HHKAMH anDBmaIOTL
BAMOTaM METOJIiB KOHTPOJIO AKOCTi (aHaJ'unmﬂo«Hopma‘mBHm NOKyMeHTauii).

3a  pesynbTaTaMH JIPKABHOrO KOHTPOMNIO BCTAHOBJEHO, WO JKkapcekuil 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSM BHMOT 32KOHONABCTBA 1010 3abe3MedeHHs AKOCTI JIKAPCHKUX 3aC061B.

19110

ymﬁn &n“ixa CHKHUX 3aC00iB
Ta xemp IO 38/ HapKOTHKaMH y KuiBceKiii
oﬁﬁaq*gl »’JOU”{ Flyn ) €5 . 11

@BW ‘nep}kan}mm KOHTPOTIO)
i "'\J 3 3 .' f'f _._.-




NABROS PHARMA

PVT.

Nabros
LTD. Eﬂ

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

Factory: Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India
(The Drugs & Cosmetics Act 1940 & The Rules there under)
CERTIFICATE OF QUALITY/CEPTH‘DIKAT AKOCTI

Cmp/Page 1/4

Hassa npoayscuii: DIOKOJIA®-N
Name of the Product: FLUCOLD®-N

Kpaina-supobum: lioiis
Country of the manufacturer: India

Cwaa ailaxrusuicrs: | tabrerra MICTHT: napaueramony 500 wr,
kodeiny 30 wmr, deninedpuny riapoxaopuay 5 wur, Xnopdenipasiy
Maacary 2 mr

Strength/potency: | tablet contains: paracetamol 500 mg, caffeine 30 mg,
phenylephrine hydrochloride mg. chlorpheniramine maleate 2 mg

Posmip Ta vun naKysamus: 1o 4 rabnerxu p CTpuni; no |
CTPHITY B anepoBoMy KoHsepti; 1o S0 KOHBEPTIB ¥
Kaprouill kopoGui 3 MAPKYBAHHAM YKPaiHCLKOO Ta
ARrAIHCLEOI0 MOBaMM ;

Size and type of package: 4 tablets in a strip, 1 grip in a
paper envelope, 50 envelopes in a carton

box marked by English and Ukrainian

N2 pecerpauiiinoro nocsiaven . UA/6266/01/01
Registration certificate Ne: UA/6266/01/01

Jlikapenxa popma: rabaerrn
Pharmaceutical form: tablets

Cepin Ne: FB0547
Batch Ne: FB0S47

Posmip napii: 2500 ynaxonox
Batch Size: 2500 PACKs

HAara supobunursa: 09-2072 |
Date of Manufacture: 09-2021

Tepwmin npuaarwocri: 08-2023
Expiry date: 08-2025

Haiimenysanus, aapeca ta Homep aiuensii Bupobunka ta KONTpoaw
AaKocTi:

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

HaGpoc ®apma [ bt Jita,

Cropaeit Ne 110/A72 Asiir Dapwm, JLxedin Ynacps, noGausy
sasony Koxa Kona, H.X, Neg, Kauxinypa-387411, Kxeaa,
Iais, Ne G/1559 ;

Nabros Pharma Pvt.Lid.

Survey No. | 10/A72 Amit Farm, Jain Upasrya, Near Coca
Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,
Ne G/1559 ;

standard,

Ne Tecr/Test Pesyastar/Result Crneundixanis/ Specification

n/

S. -

No

1 Onue/ Kpyrai  nenokpuri obonoukoio | Kpyrai HENOKpHTI  060AOHKOIO
Tabnerkm  poxenoro Koaeopy 3 |Tabnerkm poxesoro Konbopy 3
TEMHO-POKEBHMH BKPANICHHAMM. TEMHO-POIKEBHMH BKPATUICHHAMH.

Description Round shaped, uncoated, pink- Round shaped, uncoated, pink-

colored tablets with dark-pink colored 1ablets with dark-pink
impregnations. impregnations,

2. |laewrudiavis/ Ientification | Uac YTPHMYBAHHS NiKy Ha Hac yrpumysanus niky na

Mapaueramon/ XpomarorpaMi a0caiukyBaHoro XpomaTorpami 10¢/1 Ky BaHOro
3pa3ka 36iraerses 3 wacom 3paska 30iracTees 3 yacom
YTPHMYBaHHA NiKy Ha Xpomarorpami YTPHMYBaHHS "ixy Ha
CTaknapry. XpomaTorpami cranaap:

Paracetamol Retention time of peak of the sample ! - egko of the
in the chromatogram showld Alogram
correspond to the retention time of B etention
peak in the chromatogram ofthe §




JEPAIIKCIYXKBA
JAEPAKABHA CIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMMH Y KHIBCHKIM OBJIACTI

npocnext Basepin Jlo6anoscsroro, 51, m. Kuis, 03110, tet/daxc: (044) 363 06-50
E-mail: dls ko@dls.gov.ua https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK .
PO AKICTH BBE3EHOT0 B Y KpaiHy JiKAPCLKOr0 3206y

11.19.2022 No 38099/22/10

DIOKOJI®-N

{maitvenysanms JHKapCHKOTo 3ac06Y 3riAR0 3 peectTpaniiumm TIOCRIIHCEnAM )
Tabaerku 5o 4 TabAeTRH Y cTpani; 1o 1 cTpUNy B nanepoBomy KkonsepTi; mo 50 kousepris
Y KapToHHil Kopobui

{fopma sutrycky, 103yBaHRA, BHA FAKYRAHEA AKAPCEKOTO 330007}
Howmep peccrpanitinoro nocsizuenns UA/6266/01/01 erpox i peectpauiitnoro moceizwerns 01.01.2099

Cepin nikapesxoro sacoby Ne FBOSTS KinpxicTs BBE3SHOr0 MKAPCEKOIO 3a066y 2456

BupoSHux Ha6poc ®apma Mer. Ja., Tuzis

{HaliMeHyBanNs BUPOTHIKA TIKAPCHKOTE 3aC00Y, KpatHa TIOXGHEKERHA)

Bresero B Vxpainy ToesapucTso 3 oGmexeion BitnosinansaicTio "Jp. Peani'c
_HabGopaTtopiz", izent. wom: 37560808

{waliMerynanng ta ®0x 3a CAPTIOV topranurof ocobit abo npissrite, iM's, 116 SaThKOR]
Dizsrmol ocobu - mianpuemus, i Micte TpoIuMBaNIA TA peecTpartiiuit Homep obrikoBoi
KapTIG IUIATHUKA TORATKIR 460 cepia Ta-HOMED TACTIOpTa)

IEporokoen Bizyaasroro xourpomo wix 19.09.2022 Ne 2356/2.

JlaGoparopuuit ananis AKocTi MixaperKoro 3acoby 3ailicrenii: o

All "Uentpansua nabopatopis 3 ananisy sxocti sikapebkix 3acobis i MexuaroT poay kil
(m.Kuis, Bys.Kyapseceska 10r)

(naitmestyparms Ta Micnesraxoxxenns matioparopii, mo nposena nafopaTopHui ananis sxocTi)
BrcHOBOK 10210 sikocTi Aikapeskoro 3acoy, Buaarmil naGoparopieo sig 11.10.2022 Ne 0883

Pesyasratn aboparopHoro awanisy axocti nikapcskoro sacoy 3a nepeniperrMy. NoKazHEEKaMH BIAIOBIAAGTE
BUMOTAM METOIB KOHTPONIO AKOCTI (AHATITHYHO-HOPMATHEHOT IOKY MEHTAILT).

3a  pesymbTaTaMM  AEPHABHOTO  KOHIPONK BOTRHORTIEHO, W0 JMiKapchkul 3aci mesero ® YrpalHy 3

JOTPHMAa HHSAM BHMOT 3aX0HOIABCTEE 1{0A0 33663MeUeHHY FKOCT JIKapChKHX 3ac0biR,




B
NABROS PHARMA PVT.  LTD. =

Office: Nabros House. 34 flo0r, Behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-380006
Factory: Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India

i
(The Drugs & Cosmetics Act 1940 & The Rules there under) 1

CERTIFICATE OF QUALITY/ CEPTHPIKAT SIKOCTI
Cmp/Page 1/4

Ha3iea npoayxuii: DJFOKOJA®-N Kpaina-srupoGuns 1Hain

Name of the Product: FLUCOLD®-N Country of the manufacturer: India ;
Cuna AiijakTHeKicTh: | TaGNeTka MiCTHTS: (I2PAUSTAMONY 500 mr, PosMip TA THI naxysanns: no 4 TaBneTkY B crpuis na l |
xoeiny 30 mr, peuineppuny FiBPOXJIOpHAY 5 Mr, xnophenipaminy CTpHIY B MANepoBoMy gonnepsiz o 30 woneprin y i
Maieaty 2 Mr KapTOHHIH KopoOul 3 MAPKYBAIHIIM ypaiien o T E
Strength/potency: | tablet contains: paracetamol 500 mg, caffeine 30 mg, | AUTAIHCHKOI0 MOBAMH

phenylephrine hydrochloride 5mg, chlorpheniramine maleate 2 mg Size and type of package: 4 tabiels in 4 strip. | sifip ina

paper covelope, 50 envelopes in acarlon
box marked by English and Ukrainian

Ne peecrpauiiiHoro NOCBiAMEHHA: UA/6266/01/01 Jlixapesxa qropma: TaGISTKE
Registration certificate Ne: UA/6266/01/01 Pharmaceuticat form: tablets
Cepin Ne: FB0375 Posmip naprii: 2500 ynarosox
Batch Ne: FB0575 Batch Size: 2500 PACKs !
Jara eupobuuursa: 10-2021 Tepmin npuaarpocri: 09-2025 :
Date of Manufacture: 10-2021 Expiry date: 09-2025
HaiiMenysauns, aapeca Ta HoMep Aiuensit BUpoGHUIKA TA KOHTPEAID Hebpoc Bapwma [lur, Jhru
AKOCTI: Cropaeii Na 110/A72 Anir dapat. [hreiin Yirwpn. noGaunzy :
sapoay Koxa Kona, HLX. Ned, Kacknypa-3870 1L Kxela, |
Lsizin, No G/1539 i
Name, address and numbers of the leenses of manufacture and quality § Nabros Pharma Pyt Lid. §
control: Survey No, 110/A/2 Amit Farm. Jain Upasrya, Near Coca i
Cola Factory, N.EL. No.8. Kajipura-387411. Kheda, India,
No G/1559
i
Na Tect/Test Pesyastat/Result Creundirauis/ Specilication : f;f?
3/ i
S. b
No b
1. |Onue/ Kpyrii  Hemokputi  0000HKOIO Kpyrai HenoxpuTi  00ONOHKOIO
TaGNETKH pOMEBOro  KONBOPY 3 TAONETKH POIKEBOro  KOALopy 3
TeMHO-POKEBHMY BKPATIICHHAMH. TEMHO-POMKEBHME BRPUIIICHHAMH. .
Description Round shaped, uncoated, pink- Round shaped, wncoated,  pink- i
colored tablets with dark-pink coloved tablets ith  dark-pink ‘h
impregnations. impregnations. 13l
2. |lmemrudirauis/ Identification | Hac yTpuMyBaHHs niKy Ha Uac yTpUMyBanHs 1Ky Ha
Tapaueramon/ XpOMATOrpaMi BOCI1KYBAHOID XPOMATOTpaml NOCALGKYBAHOTD :
apasKa 361Fa€Tb_Cﬂ 3 HacoM 3paska 30iragrbesl 3 UucoM R
YTpUMYBaHHA 0Ky HA XPOMATOTpaMl | yrpyMyBanils miKy - }”
CTAHMAPTY. XpOMaTOTpaMi CTal/apTy. i
Faracetamol Retention time of peak of the sample | Retention. tine of peak of the '
in the chromatogram should sample in  the  clromalograin
correspond to the refention time of |should correspopeiv the relention
peak it the chromatogram of the ' it 4pg clirematogram |
standard. L b r1oa ;1
) o i
5 - 1




AEPXIIIKCITYKBA
JAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJIACTI

npocnekT Banepia JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €/IPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
19.01.2023 Ne 57315/23/1011
DJIIOKOJJI®-N

{HallMeHYBAaHHA NiKapcrKoro 3acoly 3rifHo 3 peccTpaniiiANM NOCRIICHAAM)
TadmeTKH 1o 4 TaleTKH y CTPHI, o 1 cTPENY B HANEPOBOMY KOHBEPTI, mo 50 xonBepTiB ¥
KapToHHiH Kopodiri

(topMa BAITYCKY, 103YEAHHA, RH]] HAKYBAHAA JTiKapCLKOTO 33c00Y)

Homep peectpaniiisoro noceimzenns UA/6266/01/01 crpox xii peccrpaniiinoro mocsiyaerna ¢41.01.2099
Cepia mixapcekoro 3acoby Ne FB0623 KinnKicTh BBe3eHOTO NiKapchkoro 3acoby 2356

Brpo6Hux Habpoc ®apma IIsT. JITA., [H718

(HaliMeHyEaHAA BHPOOHNKA MKAPCEKOTO 3aco0y, Kpaida MOXO KEHAA)

Beeseno B Yipainy TosapucTBO 3 00MexkenoI0 BignoBinannpaicTio " Ap. Peaai ¢
JlabopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a CAPTICY opuaEaHoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
tizrAol ocobH - DimpHeMIT, 1i Miclle IPOXHBANHA Ta peecTpaniiinmil HoMep oOniKoBOL
KAPTKHY ITATHAKA IONATKIE abo cepid Ta HoMep MaciopTa)

ITpoToxon Bizyansnore kearpomo gig 29.12.2022 N 3534/1.

3a pe3yNRTaTaMH JACpPABHOTO KOHTPONIO BCTRHOBICHO, IO JIKAPCBKAH 3aci® BBeseHo B VYkpaimy 3

AOTPHMAHHAM EAMOT 3aK0OHOAABCTBA I0/I0 3a0e30CUEHHS AKOCTI MKAPCHKHX 3ac00iB.




AEPXIIIKCITYKBA
AEPXKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCLKIH OBJACTI

npocnekT Banepis JloGanoBcekoro, 51, M. Kuig, 03110, Ten/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

19.01.2023 Ne 51808/23/10

DJIIOKOJJI®-N

(HallMeHYBaHHA NiXapchKkoro 3acoldy 3rifHO 3 peccTpaliliAnM MOCRITICHAIM)
TadIeTKH 00 4 Tab/IeTKH Y CTPHII, o 1 cTPHNY B HANEPOBOMY KOHBEPTI, mo 50 xonBepTiB ¥y
KapToHHiH Kopodiri

(topMa EAITYCcKY, TO3VEAHHA, RH NAKYBAaHAA JTiKApCLKOTO 33c00Y)

Homep peectpaniiinoro mocsimzenns UA/6266/01/01 crpox aii peccrpaniiinoro mocsiyaerra 01.01.2099
Cepia mikapcpkoro 3acoby Ne FB0623 KinskicTs BBE3€HOTO TliKapchkoro 3acoby 96

BrpofHux Habpoc ®apma IIsT. JITA., [H718

(HaliMeHYEaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiAa MOXO KEHHAA)

Beeseno B Yipainy TosapucTBO 3 00Mexkeno0I0 BitnoBinanbaicTio " Ap. Peaai'¢
JlabopaTtopis", inent. xox: 37560808

{HaliMeRyBaHHA Ta Xof 3a €APIICY opuaEanoi ocobu abo npizrEme, iM'A, Mo HaTEKoBL
tiziraAol ocobH - nimpHeMIT, 1i Micie IPOXKHBANHA Ta peecTpaniiinmii HoMep obliKoBoi
KAPTKH IIATHAKA NOJATKIB abo cepid Ta HoMep MacnopTa)

Iporoxon Bizyansnore kearpomo sig 02.12.2022 N 3206/7.
JIaGopaTopHAI aHANI3 IKOCTI MKAPCEKOTO 3aco0y 3iliCHCHHII:

JI1 "IlenTpansHa nabopaTopis 3 aHATIZY AKOCTI JIKAPCHKHX 3ac001B 1 MEAMIHOT IPOYKI"
{(M.KuiB, By Kynpsasceka 10r MKuiB, Byn. Kyapsaeceka 8B Kuigcska obmacth, ¢. HoBi
Ilerpieny, Byn. [Bana @panka, 19)

(HaliMeHYEaHHSA Ta MicHe3HAXOIKeHHA 1ab0paTopil, Mo Npokeia NabopaTOPHHAH AHATI? AKOCTI)
BrcHOBOK Moo SKOCTi NiKapchkoro 3acoby, BHnanmi maboparopicto Bix 18.01.2023 Ne 0062

PesynsTaTH 1aGopaTOPHOTD aHATIZY SKOCTI HIKapchKoTo 3aco0y 3a IepeBipeHIMA MOKASHHKAME BiiIOBIAAI0TH
BAMOTAM METOZiB KOHTPOIIO SKOCTI (aHATITHIAO-HOPMATHBHOI JIOKYMCHTATIII).

3a pe3yNRTATAMA AEpABHOTO KOHTPONIO BCTARHOBICHO, IO JIKAPCBKAH 3aci6 BBeseHo B VYkpaimy 3

AOTPHMAHHAM BAMOT 3aK0HOAABCTBA I0jI0 3a0c3NeueHEA AKOCT] MKAapChKHX 3ac06iB.




'NABROS PHARMA PVT.

LTD. -

Office: Nabros House. 39 floor, Behind British Library, opp. Art Galary, Law Garden, Elisbridge, Ahmedabad-380008
Factory: Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near Coca Cola Factery, N.H. No.8, Xalipura-387411, Kheda, india

(The Drugs & Cosmetics Act 1940 & The Rules there under)
CERTIFICATE OF QUALITY/CEPTU®IKAT SIKOCTI

Cmp/Page 1/4

Hazsa npoaykuii: @IHOKOJII@-N
Name of the Product: FLUCOLD®-N

Kpaiua-supobanx: Inais

| Country of the manufacturer: Indiz

Cuas git/akrasricts: 1 TaBieTka MICTHTE: napateraMoay 500 mr,
xoeiny 30 mr, Genisedpuny rinpoxnopuay 5 wr, xnopderipaniny
Maneary 2 mr i
Streagth/potency: 1 tablet contains: paracetanal 500 mg, caffeine 30 mg,
phenylephrine hydrochlotide 5 mg, chiorpheniramine maleate 2 mg

Posmip Ta run naxypasun: no 4 TabIeTky o cTpum; o 1
CTpULY B TIANEPOBOMY KOHBEPTE; ¢ 50 koubepriB v,
KapTOHHIH KOpoOLi 3 MAPKyRAHUAM ¥ipalHCLKOID T2
aurmifcLKo0 MoBaMH T

Size and type of package: 4 tablets in a stfip, 1 strip iri 4
paper envelope, 50 envelopes in'a carton ;
box marked by English and Ukvainian

N-_-:peecha_uiﬁHorn nocsinueHHA: UA/G266/01/01
Registration certificate Na: UA/6266/01/01

JHikapebkea thopma: TabneTku
Pharmaceutical form: tablets

Cepin Ne: FBO623
Batch Xo; FB0623

Poamip maprii: 2500 ymaxosok
Batch Size: 2500 PACKs

Hdata Bllp[lﬁ!-lHHTBa:. 09-2022
Date of Manufacture; (19-2022

Tepmin npugarocti; 08-2026
Expiry date: D8-2026

Hafimenysanus, anpeca Ta Homep Jiuensii supobusnka 1a KOHTPOII0
stitacTi:

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

Habpoc Dapma Ier., Jrx, ; -
Cropeeit Ne 110/A/2 Amir Papw, et Yiacps, NOGIH3Y,
3aeofy Koxa Kona, H.X. Nag, Kamxinypa-387411, Kxena,
ingis, Xe G/1559

Nabros Pharma Pvt.Lid, :

Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near Coca
Cola Factory, N.H. No.8, Kajipura-387411, Kheda, India,
Ne G/1559 :

o ; Tecr/Test

. Pesyasrar/Result Crenupicanis/ Specification
k741 1 : ; 6

S
No

.- [ Omag/ Kpyrni  Hemoxpmri  oBonoukoo Kpyrai  senokputi  oBomonkoio

' - TabieTku  poxkeBoro Kompopy 3 | Tabrerku POKEBOFO  KOJBOPY 3

TCMHO-DOIKCBUMY BKPAIICHHAME. | TCMHO-POKEBUME BKPAMTCHHAMA.

Description Round shaped, uncoated, pink- Round shaped, uncoated, pink-

impregnations.

colored tablets with dark-pink

colored tablets with dark-pink
impregnations.

2. Inentudicauis/ ldentification

Standard.

Hac yTpumyBannus miky Ha

‘1lapanerasmon/ XPOMATOrpaMi JOCHLIUKYBAHOTO
'| 3pasKa 30iracTeca 3 uacom
CTRHEAPTY. s
Paracetamol

Relention time of peak of the sample
in the chromatogram should
correspond 1o the refention time ofg
peak in the chromatogram of the s

Hac yrpaMyBanss niky Ha
XPOMATOTPAMI JOCHLKYBAHOTO
3pa3Ka 30ITAETECH 3 YacoM

YIPHMYBAHHA KXY Ha XPOMATOrpami YIPUMYBaHHS MKy Ha

XpOMaToOTPaMi CTaRAapTy.

Retention time of, @k of the
Sy, tf; %omamgmm
T leRid @ ) ponddsthe refention
) ! Whe chromatogram




XnoptbeﬂipaMiHy Manear/

Chlorpheniramine maleate

Hac yrpumypanHs THKY Ha
XPOMATOTPAMI ROCHIZKYBAHOTO

.| 3paska 36iracTsea 3 wacom

YIPUMYBaHH) Ky Ha XpoMaTorpami
CTaHAApPTY. :

Retention time of peak of the sample
in the chromatogram should
correspond to the retention time of
peak in the chromatogram of the
standard,

Lac YIPHMYBAHHA  Hiky Ha

XpoMaTerpaMi  OCHIAKYBAHOTO
3paska  36iracTecd 3 yacom
YTPHMYBaHHs MKy Ha
Xpomarorpami CTAaHAAPTY.

Retention time of peak of the
sample in  the chromatogram
should correspond to the retention
time of peak in the chromatogram
of the standard.

Deninedpuiy rinpoxmopuy/

Phenylephrine hydrochlovide

Koeir/

Caffeine

Hac  yipumyranng iKYy  Ha
XpomarorpaMi.  focaipxysanoro
3paska  30iracThes 3 4acoM

YTPEMYBaHHS MKy Ha XpoMaTorpami
CTaHIapTy. ' :

Retention time of peatk of the sample
in  the  chromatogram should

peak in the chromatogram of the

A standard,

Hae yrpumypauss miky ua
XPOMATOrpaMi JOCi Ay BaHOTO
3paska 30iracTecs 3 #acoM
YIpHUMYBaHHS IHKY Ha XpomaTtorpami
CTRHXAPTY.

Retention time of peak of the sample
in the chromatogram should
correspond to the retention time af

| Peak in the chromatogram of the

correspond to the retention time of

Hac  yrpumysanus mKy pa|
ApOMATOrpaMi  [HOCIHIKYBAHOTO
3paska  36iraeThes 3 wacom|.
YIPHMYBAHHS Hiky Ha
XpoMarorpami CTaHRApTY.
Retention time of peak of the
sample in the chromatogram |
should correspond to the retention
time of peak in the chromatogram
aof the stemdard,

Yac  yrpumypanus
XpoMarorpaMi  mocaimKyBaHOro
3paska  abiraethes 3 gacom
YIPUMYBaHHA THKY Ha
XPpOMATOFpaMi CTARIAPTY.
Retention time of peak of the
sample in  the chromatogram
Should correspond 1o the retention
time of peak in the chromatogram | .

HiKy  Ha

stondard. of the standard.

3. | Cepeass maca tabietox 645,90 mr 650 Mr =+ 5%
Average weight of tablets 645,90 mg 650 mg+ 5%

4, Onnopigsicrs Macu B meixax HopMu + 5% '
Uniformity of weight within limir. = 5%

5. {Posuunenna/ He menme 70 % (Q) nporsrom 45
Dissolution o XB.
IMapateramosn/ Bignosizae NLT 70 % (Q) during 45 min.
Paracetamol Complies

He menme 70 % (Q) nporsrom 45

Kodein/ Bizmosinae XB. : .
Caffeine Complies NLT 70 % (Q) during 45 min.
Genitedpuny rigpoxnopuy/ | Bianoiaae He memme 70 % (Q) HpoTAroM 45
Phenylephrine hydrochloride | Complies L
Xnopdenipaminy Masear | Binmopigae
Chlorpheniramine maleate Complies

6 CraparicTs/ 0,38 %
Abrasion 0,38 %

|17 Criltiicts Ao posmarnoBanas/ 6,98 xr/cm”

T
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Resistance to crushing

6,98 kg/om’

Mewnte 47,07 H)
NLT 4,8 kg/em® (or not less than -
47,07 H)

KinbkicHe BuzHaueRHs
Mapaneramon/
Paracetamol

486,11 mr/1ab (97,22 %)
486.11 mg/Tab

NA

Ha moment sunycky/ At the time of
release:

475 — 525 Mr /1ab (95%-105%)
475 - 525 mg/Tab -

IIporsrom crpoky npuaataocTi/
During shelf life:

450 — 550 Mr/Tab (90%-110%)
450 — 550 mg/Tab

Geninedpuny rigpoxaopun/
Phenylephrine hydrochloride

5,09 Mr/raG (101,81 %)

'15.09 mg/Tab

NA

Ha Momenr sunycky/ Af the time of
release:

4,75 — 5,25 Mr/1ab (95%-105%)
4,75 -5.25 mg/Tab

Hporarom etpoky npumatHocti/
During shelf life:

4,5 - 3,5 Mr/1ab (90%-110%)
45—-55mg/Tab -

Koein
Caffeine -

29,75 mr/Tab (99,17 %) -

_ 28,5— 31,5 Mr/1a6 (95%-105%)
29.75 mg/Tab 28.5-31.5 mg/Tab _-
TIpoTsirom cTpoky npumarHOCTy/
' During shelf life:
NA 27~ 33 Mr/Tab (90%-110%)
27 — 33 mg/Tab

Ha moment suitycky/ At the time of
release:

Xnopdenipaminy mareatr/
Chlorpheniramine maleate

2.01 Mr/Ta6 (100,74 %)

12.01 mg/Tab

NA

Ha moment Bunycky/ Af the time of
release:

1,9 - 2,1 Mr/Tab (95%-105%)
1.9-2.1 mg/Tab

{IpoTarom crpoky npuaarsocTi/
During shelf life:

1,8 2,2 Mr/Tab (90%-110%)

1.8 -2.2 mg/Tab

Hartpito 6erzoar/
Sodium benzoate

1,94 Mr/rab (96.88%)

1.94 mg/Tab
1.8-2.2 mg/Tab
_ Hpotsirom crpoky upmamocn/
NA During shelf life:
1,8 - 2,2 mr/Tab (90%-110%)
1.8 — 2.2 mg/Tab

Ha moment Bumycky/ At the time of
release: '
1,8 - 2,2 Mr/Tab (90%-110%)

OnuopinuicTs No3yBanHs
Uniformity of dosage

| Hlapaneramon/ Paracetamol
Kodein/Caffeine

Qenitedpuny  riapoxnopug/
Phenylephrine hydrochloride

Binnorinae /Complies

Binnosipac /Complies

Bimnosizae /Complies




anp{bem;}amiﬂy manear/

Binnosizac /Complies AV=ls
Chlorpheniramine maleate
10 | Busnaueunn 4-aminodenony/ Bignozinae/ He 6imsme 0,1%
4-aminophenol definition Complies NMT 0,1%
tl | Mukpobionoriusa uncrora/ <10 KVO/r 3aranmpHa  KinskicTs aepobumx
<10 KYO/r Mikpoopramismie  (TAMC) ge
Biacytri Oimsue 1000 KVQ/r,
3araibHa  Kimekicrs APIHIAKOBRHX
TA IUHCHABHX rpuGin (TYMC) ne
Oineme 100 KYO/r.,
Bunpobysanms 3a3HaYSHHX
MIKpOOpPranizmin: Bincyraicts |
' Esherichia colis 11,
Microbiological purity {ihocﬁigm Common  amount of aerobic
AkasE m .mfcroorganism.g (TAMC} not more
than 1000 K¥Olofg.
Common amount of zvmic and
mould  mushrooms (TYMC} not{
more than 190 KYOlof g. Test of
the  marked microorganisms  :
Absence of Esherichia of coli in a |
g g.
12 {Posnamanns 7,12 xBunnn, He 6insmre 15 xemmug.
Disintegration 7,12 minutes NMT 15 minutes.
13} Toputuna TaGnerky 15,20 mm 5,1 M £0,3 mu
- 5,20 mm (4,8 My — 5,4 v
L Thickness of tablet L mm+03 mm

Komentapi: ymosn sbepirasng/Ipancnoprysanny Tpa TeMIepaTy pinuaye 25

(4.8 mm - 5,4 mm)

°C & cyxomy i 3axuibenoMy aig cBiTRa Micni

Comments: to be stored/transit at the temperature below 25°C in a dry and protected from light

3asea npo ceprapivanin: «limm 1 2acsizayio, wo HEBEJICHA BHILC il

popmania € nocropipaoo Ta ToaHOw. Hro cepio

apoaykii Oy:ito BUPOGISHO, BRIROUYAIOUY HaKYBaHHR/MAPKYBAHuS, Ta NPOBCHEHO KOHTPONL T skocri Ha BHEIE3a3HAYEKIT -
idpHMW ¥ nmonwid BUNOBIAHOCTI 3 BHMOTaMu GMP, BcrasoBmeHuMy Micnerum PEryTATOPHAM OPraHoM, a Taxox
BIATIORI RO A0 coermdikanin, mo micrsThes ¥ peecTpauiiitoMy noche fcpaTHH-imnop'rcpa. Hporokony BHpoOHHIITRA,

MAKYBAHAS T2 ananisis Oyau nepermsnyri Ta BCT2HOB/IGHO BiAROBIAHICTE (GMPy,
* Certification statement: «I hereby certify that the above information is avithentic an
been manufactured, including packaging/fabelling, and quality contrel at the above
GMP requirements of the local Regulatory Authority and in accordance with the spe
the importing country. This batch processing, packaging and analysis records were

with GMP*

d accurate. This batch of product has
mentioned site in fuil compliance with
cifications in the registration dossier of
reviewed and found fo be in compiiance

Hpisenme ta nocaga/spannsg ocobm, aKa BHAAIA 703BiY Ha BHIIYCK cepif:

Name and positionitle of person authorizing the batch relegse:

NAMRATA PATHAK ( O, C MANAGER)

Hignuc ocoby, sitka BHAAAA A03BLT Ha BHIYCK cepii:
Signiture of the person authorizing the batch release

Hara ninnncanng;
Date of signature

{0 peaarc Yoo

pidv RS §

» L
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