JEPKIIKCIYXBA YKPAIHA
JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3€HOI0 B YKpaiHy JiKkapchbKoro 3acody

15.03.2023 Ne 10134/23/1011

DJIHOKOJJI®-N

{HaHMeHYRAHHA MiKapehkoro 3acofy ariTHo 3 peccTpaniinHM DOCBIAICHAAM)
TabJeTKH 1o 4 TalJIeTKH y CTPHIN, o 3 cTPHNH Y KapToHHIH KopoOmi

(topMa BHITyCKY, IOIYBAHHSA, RH]] HAKYBAHHA JiKAPCEKOTO 33coly)
Howmep peectpaniiinoro nocgimacrns UA/6266/01/01 crpok nii peectpaniitnore noceimaenas 01.01.2099
Cepin nikapcekoro 3acoby Ne FB0645 Kinskicrs BRe3eHoTO Nikapchkoro sacoby 41080

BrpoSHEK Haopoc ®apma IIer. JITh., Innia

(HaliMeHyBaHAA BHPOOHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexenolo BinnoBinaasnictio "/p. Penai’c
JIabopaTopiz", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoX 33 €JTPIIOY opraETHOI ocoSH afo OpizBHIME, iM'A, Do GaThkoBi (isHIHOI
ocobH - mianpHemn, 1i Miclie TPOXKHBAHNHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIITATHHKA
IOJATKIE aff0 cepid Ta HOMEp TacmopTa)

I potokoen Bizsyannaoroe xearpoo eix 07.03.2023 N 0670/1.

3a pe3VNBTATAMH JcpKABHOTO KOHTPDONIO BCTAHOBICHO, N0 WIKApChKHE 3acid BBeseHO B Ykpaimy 3

AOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3NeIcHAA AKOCTI MKapchKAX 3acobiE.

Ipuna ITAJJAMAP
(rriamc) (irimiar Ta npiverme)




NABROS PHARMA

PVT.

Nabros

P Pl L

LTD.

Office: Nabros House. 3% floor, Behind British Library, opp. Art Gaiary, Law Garden, Elisbridge, Ahmedabad-saoo{)ﬁ
Factory: Survey No. 110/A/2 Amit Farm, Jaih Upasrya, Near Coca Cola Factory, N.H. No.8, Kajipura-387411, Khedz, India

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

CERTIFICATE OF QUALITY/CEPTHOIKAT SKOCTI

Cmp/Page 1/4

Hassa npeayweuii: GAOKOJIAR-N
Name of the Product: FLUCOLD®-N

Kpatua-snpobunx: Innin
Country of the mannfacturer: India’

Cwana giifacTuBricts: | Tadnerka MicTiTh: Hapaneravony 50(} M,
wodeiuy 30 mr, peninedpuny rinpoxnopuny 5 Mr, xaopheipaviny
Maneary 2 Mr

Strength/potency: 1 tablet contains: paracetamol 500 mg, caffeine 30 mg,
phénylephrine hydrochloride 5 mg, chiorphenitamine maleate 2 mg

Poamip Ta Tun naxysanan: no 4 taGaeTkn 8 crpHni; no 3
CTPHITH ¥ KapTORMILT kopodni 3 MapKyBaHHMM YKpaTHCERO
T4 aHTAIBCEKOIO MOBAMH

Size and type of package: 4 tablets i a stnp, 3 stnp in
¢arton box marked by Ukrainian and English

Me pecerpauiitnore nocsingenun: UA/6266/01/01
-Registration certificate No; UA/6266/01/01

Jirapenica (popaa; TabneTke
Pharmaceutical form: tablets

Cepin Xa: FB0645
Batch Ne: FB0645

Posmip naprii: 41666 ynakepok
Batch Size: 41666 PACKs

HAara supodaunTea: 11-2G22
Date of Manufacture; 11-2022

Tepmin cpaaatnocti: 10-2026
Expiry date: 10-2026

HaﬁMGH}'BaHHH appeca Ta Hemep seeH1i BHpoGHUES TA REHTPONL
AKOCTE i

Name, address and num bers of the licenses of manufacture and quality
control:

Habpoc ®apma I1er. JITa,
Cropsei Ne 110/A/2 Amit ®apm, Joxelin Yoacps, nobmusy
zapody Koxa Kona, H.X. Ne§, Ka,nmnypa—38?4ll Kxena, 1
Isigin, Me G/1539

Nabros Pharma Pvt.Ltd. :

Survey No, 110/A/2 Amit Farm, Jain Upasrya, Near Coca
Cola Factory, N.H, No.8, Ka_]lpura—387411 Kheds, India,
Ne G/1359

Ne Tecr/Test Pesvantat/Result . Cuenundikaiis/ Specification

am/ : ; ; .

5. -

No ' 4 ;

1. [Omue/ Kpyrmi  senokputri  obomokowo | Kpyryii  memokputi  o6ononkoo |
« TabneTkH pOKeBOTO KOABOPY 3| TAONETKM PpOXEBOTO KONHOPY 3

_ TEMHO-POKEBHME BKPAIICHHAMHE, | TEMHO-POMKEBHMH BKDATUIOHHAMY,
Description Round shaped, wncoated, pink- 'V Round shaped, wuncoated, pink-

impregnations.

colored tablets with dark- pmk

[\ colored tablets with dark-pink
impregnations. '

2. . |Inenrndixauis/ Identification

1 Hac yTpuMyBaHHS HIKY Ha

Hac yrpuMyBaHEs iKY Ha

Tapaneramon/ - | XpOMATOrpaMi JOCHIKYBAHOro XpOMaTOTrpaMi AOCHIKYBAHOTO
3paska 30iracTbes 3 HaCOM 3paska 36iraeTECs 3 HacoM
YTPUMYBAHHA FIKy Ha XpoMaTorpami yTpHMyBaHHH' miKy HQ
CTaHnapry. i XpoMaTorpami CTanaapry.

Paracetamol Retention time of peak of the sample | Retention time of  peak of the|
in the chromatogram should |sample in  the chr gmatogranm
correspond to the retention time of - |5 houfa' correspond g % retention
peak in the chromatogram-of the i, : matogram
standard. - '

Xnopdenipaminy mManeat/ YHac yrpHMyBaHH:S iKY Ha MKy = Ha

' XPOMATOTpaMi AOCTIIKYBAHOTO § OCITi RAYBAROTO

3paszKa 361rae'rbcg 3 JacoM - 3 4acoM




X ophenipaminy maneat/

Chlorpheniramine maleate

[ac yrpumysanss miky Ha "

XpOMaTOrpanMi A0CAPKYBRHOTO
3paska 30iTacThes 3 HacoM. -
IpHMYBAHHA THKY Ha XpOMaTorpami
CTAHAAPTY.

Retention time of peak of the sample
in the chromatogrom should
corvespond to the retention time of

peak in the chromatogram of the

standard.

Uac  yIpuMyBaHHS  Wiky Ha|
XpomarTorpami - AOCTDKYBAHOI'O |-
spaska  30iraeThcd 3 UACOM|.
YTpUMYBAHHA MKy HA |
xpomaTorpami - CTAHAAPTY. |
Retention time of peak of the|
sample: in  ithe
should correspond to the retention |.
time of peak in the chromatogramy:
of the standard. :

Deninedpuay rigpoxsopu/
| Phenylephrine hydrochloride
Koteis/

Caffeine

' xpomaror‘paMi nocni;picyﬁai—loro
3paska 30IraeThes 3 HACOM
_ yTpHMyBaHHH me Ha xpoma'rorpam

Yac  yrpuMyBaHBs MKy ~ Ha
XpOMATOrpaMi HOCHILKYBAHOIO
spaska  3biraerbcs 3 - HACOM
YTPUMYBRHHS MKy HA XPOMATOrpami
CTAHAAPTY.

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

Hac yTpAMyBaHHS MKy Ha

CTAHTIAPTY.
Retention time of peak of the sample
in the chromatogram should

| correspond to the retention time of -

peak in'the chromarogmm af Ihe :

.qac_

Uac  yIpuMyB@HHA Ky Ha|
XpoMarorpaMi . AOCTIDKYBAHOTO '
spaska  30iracThed 3 HacoM |
VIpuMyBaHHd - THKY 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.

Ha |

ytpnmyaaﬂax THKY
| XpomaToTpaMi  JIOCHIDKYBaHOTO ;
| 3pazxa sbiracThes 3 UBCOM|
VTPHAMYBIHHS mixy
XpOMATOTpaMi . CTaumapTy. |
Retention time .of peak of they
sample in the chromatogram |

should correspond to the retention |

| time of peak in the chromatogram |

CTIHKICTB ;;{o PO3IAaRHIOBaHES/

| standard. i of the standard. ..
Cepenns Maca TabIETOK 645,06 Mr | 650 mr £ 5%
Average weight of tablets 645,06mg 650 mg= 5%
OpHOPiAHICTE MACH | | B mexax Hopum £ 5%
Uniformity of weight - within limit £ 5% : )
PozuviHeHHS/ : | He menme 70 % (Q) npmrom 45
Dissolution b, “Ixm .
TapateTamon/ : Binnosinac . NLT70 % (Q) during 45 min.
Paracetamol Complies : £ D ' Rk
: . { He merme 70 % (Q) mpotsrom 45 |
Kodein/ Binnosinae XB. ' .
Caffeine | Complies NLT 70 % (Q) during 45 min.
| Denizedpusy rizpoxnopuy/ | Bimnosiac ' He menure 70 % (Q) npommM 45}
¢ | Phenylephrine hydrochloride Complies ' :
Xnophenipaminy maseat/ | Bixnosinae
Chlorpheniramine maleate Complies
CupaHicTs/ 027%
Abrasion 0,27 %
6,82 xr/eM’

chromatogram{.

Hal|




Resistance fo crushing

6,82 kefem’

mennie 47,07 H)
NLT 4,8 kg/em’ (or not less than
47,07 H)

KinexicHe BM3HAYSHAN
Vlapaneramon/ -
_Pamcetamol

504,50 Mr/Tad (100,90 %)
504,50 mg/Tab

NA

Ha MOMEHT BI—‘IIIY_CK}’I At the time of |-
release:!

475 - 525 Mr /126 {95%-105%)
475 — 525 mg/Tab

TIpoTAToM CTPOKY NPHAATHOCTY
During shelf life:

450 — 550 MI/1ab (90%-110%)
450 — 550 mg/Tab

.QEHiﬂetbpﬂﬂy riﬁpomopnnf
Phenylephrine hydrochloride

4,99 mr/Tab (99,75 %)

Ha momerrr surtycky/ At the time of
release:
4,75 - 5,25 Mr/146 (95%-105%)

4,99 mg/Tab 475 - 5.25 mg/Tab
HIpOTAroM CTPOKY HpUAATHOCTY
"y During shelf life:
NA 4,5 5,5 MI/Tab (90%-110%)
4.5 —5.5 mg/Tab

K_oq;ne'iﬁ
Caffeine

30,76 mr/Tad (102,54 %)
30, ?6 mg/Tab

NA

| Ha MomMeHT BHH}’CK}’;" At the rime of

reiease .

28,5 — 31,5 Mr/1ab (95%-105%)

28.5-31.5 mg/Ti ab
TIpoTarosm CTpoKy HpWAATHOCTY .
Duying shelf life: -

27 —33 Mr/Tad (90%-11 0%)

2733 mg/Tab _

Xnopdenipaminy Maneat/
{ Chlorpheniramine maleate

1,98 mr/Tab (99,18 %)

Ha MoMmeHT Bnnycxyf At the time of
release: '

1,9= 2,1 Mr/186 (95%-105%)

Deninepuny . Tiapoxmopun/
Phenylephrine hydrochioride -

Binnosinae /Complies

1,98 mg/Tab 1.9-2.1 mg/Tab -
TIpoTAroM CTPOKY npugatHocTi/ |
N A During shelf life: :
. 1,8 — 2,2 Mr/rab(90%-110%)
. 1.§-2.2 mg/Tab : _
Harpiro Sensoat/ - | Ha MoMeHT Bﬁnycxy/ At the nme of |
Sodium benzoate 2,07 Ml"/’[‘&6 (103 11 % ) . release;
2.07 m g/Tab | 1,8-2,2 Mr/Tab: (90%-110%)
1.8-22mg/Tab
TIpOTAroM CTPOKY TIPHATHOCTY/
NA Duwring shelf life:
1.8 —- 2,2 mr/Tab (90%-110%)
| 1.8-22mg/Tab -
OmpopiHicTs N03YBaHHS ' .
Uniformity of dosage
Hapaueramosn/ Paracetamol Binnogigac /Complies
Kodein/Caffeine | Binmosinae /Complies




Xropdenipaminy Manear/ Biznosimac /Complies AVELS
Y+ | Chlorpheniramine maleate ' :
10 | BuznaveHns 4-aminogenony/ | Biznosizae/ He Ginbue 0,1%:
| 4-aminophenol definition Complies NMT 0,1%
11 | Mukpobionoriuna uncroTa/ <10 KVO/ir 3afansHa  KinbkicTh  acpoOHUX |
: ' <10 KYO/r. mikpoopranizmis  (TAMC) mey:
Bimcyrsi Gimpme 1000 KYOA. ;
JaranbHa KUTGKICTh * IPDKIKOBHX |-
ta miicazeux rpubis (TYMC) nel
Oinnme 100 . KyOm.|
BunpoSyBants 3A3HAYCHMX |
MIKpPOOPTaHI3MIB: BigcyTHICTS |-
. Esherichiacolis 1 T. _
Microbiological purity <10 (ift;lvlfgm . Common amount of aerobic|
; Zzg;nt B microorganisms (TAMC) not more |
than 1000 K¥YO/lof g. .
Common amounit of zymic and}
mould mushrooms (TYMC) notj
more than 100 KYO/of g. Test of
the marked microorganisms |
Absence of Esherichia of coliina 1|.
12 |Posnapauns 7,32 XBUTHH. He Ginsie 15 xpunas.
.| Disintegration ' 7,32 minutes NMT 15 minutes.
13 | Topmuna TabreTiy 15,1 vm 51mm=0,3Mm.
: . " C 5,1 mm (4,8 M1 — 5,4 vv)
Thickness of tablet 51mm+03mm.
: (4,8 mm - 5,4 mm)

Komentapi: yMoBE 36epiraHui/TPaCIOPTYRAY H MDY Temneparypinmxkde 25°C » cyxoMy i 3axumenoMy Bix csiTa vicui

© Comments: to be stored/transit at the temperature below 23°C in a dry and protected from light

' 3anea npo cepradixauno: «Lm 1 3acBiANYI0, MO HABCICHA BUC i}{ilbopmauia'e HOCTOBIPHEOI0 Ta TOYHOID. o cepito
nponykuii 0yao aEpobIeHo, BKIOYAIOHK NaKyBatHs/MAPKYBRHHEA, TA MPOBEICHC KO

HTpoRk i AKOCT HA BUIICIAsHAYCHIHA

Jinswagi- y momkid BignosiaHocr! 3 pumoramH GMP, BeranOBmeHHMU MICLIEBHM PeryJITOpHHM OPTasoM, 4 TAKOXK
Binnopizue a0 creouikanil, wo mictatecd y peecTpaniiiHoMy RoCh€ KpaiHp-iMTIopTepa.. TIpaTokomy BHPOOHHNTEY,

[EKYBEHHS Ta aHAR3IB Gy NEpernAryTi T2 BCTAHOBICHO sianosiguicTs GMP», -

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

GMP requirsments 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 reviewed and found to be in compliance

with GMP”

IIpisenme Ta Hocaga/3BanysA ocolu, AKka BRIAIA JO3BLI HA BUITYCK cepii

NAMRATA PATHAK ( 0.C MANAGER)
Ilinnnc'oéoﬁﬁ-, aKa Bunéna AO3BIN Ha BHITYCK c_epi'l':'

Signiture of the person authorizing the batch release

JlaTa nigmucaAHHI:

Date of signature @\) P

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