IEPXIIKCITY XBA
JEPXKABHA CJIYKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJTIO

3A HAPKOTHKAMM Y XAPKIBCBHKIH OBJIACTI
BYJL I‘poMazchmca, 25, m. Xapkis, 61057, ren/daxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €IPTIOV 36985153

BHCHOBOK
npo AKICTL BBe3eHOro B YKpaiHy Jikapchbkoro 3acoby
18.12.2023 Ne 65505/23/2011
OJIOKOJIA® CAIIE

(uakiMetyBaHRs NikapckKoro 3acofy 3rizHe 3 peecTpauifHHM NOCBIRYEHHAM)
NOPOIIOK JIst OPAJILHOIO PO3YHHY 3i CMAKOM JHMOHA; M0 S r MOpowWKY B cauie; mo 10 came y
KApTOHHIN Kopobui
(opma BurycKy, KO3yBaHHA, BHI NakyBaHHA JiKAPCLKOro 3acoby)

Homep peectpauiiinoro nocsizuenns UA/19169/01/01 crpox aii peecrpauiiinoro nocsinuenns 25.01.2027

Cepis nixapcskoro 3aco6y Ne F10021 KinekicTs BBeaeHoro fikapeskoro sacoby 4704 yn.,
Bupo6auk Ha6poc ®apma I1sT, Jita., Inpgis
(naltmeHyBanHs BUpOGHHKA NIKAPCHKOro 3acofy, KpalHa NOXOMKEHHA)
BaeseHo B Yipainy ToBapucTBo 3 06MexKeHO0 BiANoBiRaNLHICTIO "AMETPIH ©K",
inent. xon: 38218086

s

(natiMeryBanHs Ta ko 32 EAPIIOY opunnunol ocobu abo nniaﬁﬁﬁxc,y w\’h;’ 1 fBi‘i‘»‘Skgai dizuunol
ocobu - nianpucmus, it Micue npoxuBanus T2 peccrpaumm;;zfr/loye )
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_ JEPYJTIKCITYXXBA
JEPIKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMU Y XAPKIBCBKI OBJIACTI

sy, I'pomanssceka, 25, M, Xapxis, 61057, ten/daxc: (057) 731-50-68,
e-mail: dis.kh@dls.gov.ua, https://www.dls.gov.ua, Kog EPTIOY 36985153

BHCHOBOK
ApO SAKICTL BEE3eHOI0 B YKpaiHy Jikapcbkoro 3acoby

15.12.2023 Ne 64949/23/20

OJIIOKOJII® CAHIE

(HalMeHYBRHHA Jlikapchkoro 3acofy 3riaHo 3 peccTpauifiim NOCBUMEHHAM)
NOPOMIOK AJS OPAJBLHOTO PO3UHHY 3i CMAKOM JMMOKHA; 110 5 r nopouiky B caie; o 10 camey
KapTOHHill Kopobui

(dopma BUMIYCKY, NO3YBAHHS, BUI NAKYBaHHA nikapcbkoro 3acofy)

Howep peectparsifisoro nocsimienns UA/19169/01/01 crpok aii peectpaitiitnoro nocsizyena 25.01.2027

Cepis sixapckoro 3aco6y Ne FI0021 KinbkicTs BBe3€HOr0 NiKapebkoro sacoby 217 yi.
Bupo6HuK Habpoc ®apma [1eT. JITA., INAis , ,
’ (HafiMenyBanHs BUPOGHUKA TiKapCHKOTO 3aco6y, KpaiHa NOXOMKEHHS)
Beesero B Yxpainy ToBapHCTRO 3 0GMEKeHOI0 BiINOBiIaNBHICTIO "AMETPIH ®K",
inenT. xon: 38218086 .

(ualtvenypanns Ta xoa 3a CIPIIOY 1opranusof ocoGu afo npissuie, iM', no Garbkosi PizHunol
ocolu - nignpuemus, 1l Micue NPOKUBAHHA T peecrpauifinuli HoMep 061ikoBoT KAPTKYU NNATHHKA
nozaTkis aGo cepis Ta HOMEP RacnopTa)

Tpotokon Bisyansuoro konrpomo sia 03.11.2023 Ne 941/0/01.21-23/7.

JlaGopatopHuii aHani3 4KOCTi HiKapCLKOTO saco0y afificHenui:

JITI "LlenTpansHa jraGoparopis 3 aHanisy SIKOCTI JiKAapChKKX 3acobiB i M
(m.Kuis, Byn. Kyapsisceka 10r M.Kuis, By Kynpsscoka 8B Kuiscbka/ 06112
ByJl. Izana ®panka, 19) 0o

(HakiMelyBaHHs Ta MiCUE3HaXODKe I naGoparopii, wo nposena nabopaTopuuitianania,

BHCHOBOK MIOZO AKOCTi JIKApCHKOro 3acoby, Bruaanui naboparopieio Bix 08.12.2023 Ne 2311~

PesynbTaTH NaGOPATOPHOTO aHANT3Y AKOCTI JIikapcrKoro 3acoBy 3a nepeBipeHUMH TOKa3HUKaMH BiAmo
BHMOTaM METOLIB KOHTPOMIO SKOCTi (aHAITHIHO-HOPMATHBHOT ROKyMeHTatl). =

3a pesyneTaTaMu HEPHABHOTO KOHTPOMIG BCTAHOBICHO, INO nikapchkuit 3aci6 Beeseno B Ykpalwy 3
JOTPHUMAHHAM BUMOT 33KOHOJABCTBA OO 3a6e3rnie4eHHA AKOCT] IKAPCHKHX 3aC00iB.
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1 Nabros

ERGLIT R AR R

NABROS PHARMA PVT. 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, Join Upusrya, Near Coca Cola Factory, N.H. No.8, Kajipurg-387411, Kheda, India

(The Drugs & Cosmetics Act 1940 & The Rules there under)
CERTIFICATE OF QUALITY /CEPTH DIKAT AKOCTI

Product Name: Flucold ® Sachet

Hazga npoAYKTY: ®IIOKOJI® CAIIE

Dosage Form: Powder for oral solution with lemon flavor

Jlixapcoxa (opma: TITopoloK A8 OPajbHOIO POsHHY 3i CMAKOM JIMMOHA

Manufacturer: Nabros Pharma Pvt. Ltd,, India

BupoGHuK: Haépoc ®apma et Jra., Inpin

Name of active ingredient and the 1 sachet of 5 g contains Paracetamol 750 mg, Phenylephrine HCL 10 mg,
amount per unit dose: Vitamin C covered with a shell 60 mg;

Hazsa ai0uoi peuoBHHE TA 1 camse 1o 5 r micTuTb: napaueramosy 750 mr, Peninedpuny
KiabxicTh HA OQHHMINO A03H: rigpoxnopuay 10 Mr, KUCJIOTH ackopGinosoi, BKpUTOY 060JI0HIC010 60mr
The size and type of packaging: Sachet of 5 g powder, 10 sachets ina cardboard box with labeling in
Po3mip i THI yHAKOBKHK: Ukrainian

IIo 5 r mopowKy B came, no 10 cawe y rapronxuiii KopoGui3
MADKYBAHHAM YKPATHCLKOK MOBOIO

Registration certificate: UA/19169/01/01

PeecTpauiiine noCBiAMeHHA: UA/19169/01/01

Series: F10021

Cepin: FI0021

Manufacture date: 08/2023

Jlata sHpoGuHUTBA! 08/2023

Best before: 07/2026

Hpuparanii n0s 07/2026

The value of the series: 5000 Boxes

Posmip napTii: 5000 ynakosok

Importer: " Ametrin FK Co"., Ltd, Ukraine
ImnopTep: TOB «(AMETPIH ®K», Yrpaina
The site for the production of bar: Nabros Pharma Pvt, Ltd.

Survey Me110/ A/ 2 Amit Farm, Jain Upasrya, Near Coca-Cola factory,
N.H. Ne8. Kajipura-387411, Kheda, India

NeG / 1559 from 10.01.2001, NeG / 11270 10.01.2001
Jlinauka no BupoGunnTey 6amxy: Haépoc dapma Mem. JImo. «/ 58 2’%4&%“
Cropseii Ne 10/ A / 2 Awim Dapm, Locedin anagpki, n\gjﬁmﬁy 3600

Kona, H.X. Ne8, Kadocinypa-387411, Kxeoa, Iyoin -
MG/ 1559 6io 10.01.2001, NeG /1127 eid 10/01.2001

o

LOKA
NN

o

The plot of the packaging: Nabros Pharma Pvt. Ltd,
Survey Ne110/ A/ 2 Amit Farm, Jain Upasrya; Near Co
N.H. Ne8. Kajipura-387411, Kheda, India -
NeG / 1559 from 10.01.2001, NeG / 1127 of 10,
BuroTosienns YIaKoBRH: Hatpoc ®apma Hem. JImo.
Coopeeii Ned 10/ A/ 2 Amim Dapm, Jhicetn Ynacpa,
Kona, H.X. Me8, Kadmcinypa-387411, Kxeda, Indin
MG 7 1559 eid 10.04.2004, NeG / 1427 6i0 10.01.2001

The site for the production of the Nabros Pharma Pvt. Ltd.

series: Survey Nel10/ A /2 Amit Farm, Jain Upasrya, Near Coca-Cola factory,

N H. Ne8. Kajipura-387411, Kheda, India

NoG / 1559 from 10.01.2001, NeG / 1127 of 10.01.2001

Hinauka 0o BUNYCKy cepii: Habpoc ®apma Hem. JImo.

Coopeeii Ne110/ A/ 2 Amim Dapm, Iforcetin Ynacps, nobausy 3a8o0y Koxa

Kona, HX. M8, Kadowcinypa-387411, Kxeda, Inoin
MG / 1559 6id 10.01.2001, NeG / 1127 6i0 10.01.2001
Certificate of GMP compliance Certificate No.: 22033197
products /Ceprudixar
piznosignocti mpoayruii GMP: Ceprudixar Ne 22033197

Page /G




The analysis is perfomied in accordance with the ICC(Quality control methods —-QCM)
Amnauis nposeseno pignosiguo no MK

Name of the test
HajimeHyBauHsi HOKA3HUKA

Specifications
Coenngikanii

Test results
Pesyabrarn

Description (visual)
Onnc (BisyanbHuii)

Pale yellow powder.
TTapoutok 6nido-sicoamozo konvopy

Pale yellow powder.
ITopowrok bnido-acosmozo
KonbLopy

Identification
IzenTudikaunis

Paracetamoi & Phenylephrine HCI

Mapayemanion i peninehpury
2iopoxnopud

Vitamin C

Bimamin C

The retention time of Paracetamol
and Phenylephrine HCI peaks in the
chromatogram  obtained with test
solution in assay determination should
correspond to the retention times of
Paracetamol and Phenylephrine HCL
peaks in the chromatogram of the
standard solution as obtained in assay.
Yacu YMPUMYBAHHS nixie
napayemamony — ma  Qeninepuny
ziopoxnopudy Ha  xpomamozpami
aunpoboaysanozo DOBUURY,
npuzomosnenozo  On4  KinekicrHozo
eusHauenns, Malome  3bjzamuca 3
wacamu YIMpUMYBaAHHA nixia
napayemamony — ma  Qeninedpuny
2iopoxnopudy ~ Ha  xpoMamozpami
CIaHOGPIMHO20 POIUUNY, OMPUMANOZ0 G
KinbKiCHOMY GU3HANEHHI,

The retention time of Vitamin C
peaks in the chromatogram obtained
with test solution in assay determination
should correspond to the retention times
of Vitamin C peaks in the chromatogram
of the standard solution as obtained in
assay.

Yac ympusyeauns nika eimaminy C na
xpomamozpami sunpobogysanozo
PO3UUHY, HpuzomoBIeH020 ons
KinekicHo20 susiauenns, mae 3bizamucs
3 wacom ympumysanus nixa simaminy C
na  xpomamozpami  CIMAHOGDMHO20
POSYURY, OMPUMANo20 & KiTbKiCHOMY
GUIHAUEHHI,

Complies

Bionogioae

Complies

Bionogioae

The average weight of the Sachet 5¢+ 5%
(BP Appendix XIIC) 475g - 525g)
Cepeatst Maca BMicTy cawe Se £ 5%
(BP Hoznarox X1IC) (4752 - 5.252)

Uniformity of mass

OunuopianicTs Maci

Not more than two individual mass
deviate from the average mass by 7.5 %.
At the same time, not a single individual
mass should deviate from the average
mass by 15 %

Maca emicmy He Ginbue 0sox cauie
ModKe Mamu gidxunenns 8i0 cepeonbol
macu Ginvuee nioie 37.5%. Maca emicmy
JICOOH020 caule He TOGUHHA Mamu
gioxunenns @i cepednvol macu binvuie
wize +15%.

Complies.

Bidnosioae




Cynpogiasi zomMimkn
4-amino(epon

He 6inowie 0.1 % *

Uniformity of dosage of AV<IS Complies
Phenylephrine HCL (BP Appendix

XIIC)

Onnopiauicts go3osanux omuHnuy | AV<IS Bionogidae
Deninepuny rigpoxaopua

(BP onarok XIIC) ’

Related impurities

4- aminophenol NMT 0.1 % Not detected
Single unidentified impurity NMT 0.1 % 0.0125%
Total impurities NMT 0.5 % 0.0125%

He gunaneno

-Bimamin C

Ha mepmin 36epizanns:

90,0 %-110,0 % .

Ha gunyck: 95,0 % - 105,0 %
Ha mepnmin 36epizanna:

90,0 %-110,0%

Okpema HeBioMa foMiuika He 6inowe 0.1 % 0.0125%
Cyma noMiliok He Ginvwe 0.5 % 0.0125%
Quantitative determination:
- Paracetamol At the time of release 102.75 %
(NLT 95.0 % & NMT 105.0 %)
During shelf life
{NLT 90.0 % & NMT 110.0 %)
- Phenylephrine HCL At the time of release 103.19 %
(NLT 95.0 % & NMT 105.0 %)
During shelf life
(NLT 90.0 % & NMT 110.0 %) ,
- Vitamin C At the time of release 102.65 %
(NLT 95.0 % & NMT 105.0 %)
During shelf life
(NLT 90.0 % & NMT 110.0 %)
KinnkicHe Busnauenus
-Ilapayemamon Ha sunycx: 95,0 % - 105,0 % 102.75 %
Ha mepmii 36epieanns:
90,0 %-110,0 %
~@eninehpuny 2idpoxnopud Ha gunyci: 95,0 % - 105,0 % 103.19%

Microbiological purity
(Eur.Ph. 5.1.4,2.6.12, 2.6.13)

The total number of aerobic
microorganisms (TAMC)
Total yeast / fungi (TYMC)
Escherichia coli

MikpoGiosioriyna ynerora
(Esp.Papm. 5.1.4,2.6.12, 2.6.13)

SaransHa KinbKicTh aepobuux
Mikpoopranismi (TAMC)

3aranbHa KiIbKiCTh APHKIKOBHX Ta
nnicHasux rpubis (TYMC)
Escherichia coli

st T ——— A ————————

No more than 1000 cfi/ gm
Not more than 100 cfu/ gm

The absence in 1g of the drug

He 6inswe 1000 KVO/z
He 6inve 100 KYO/2

He donycxaemocen naaguicme 6 12

<10 KYO/z
<10 KYO/e.

Biocymmni
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I hereby certify that the above information is true and accurate. This party, the above-meéntioned product has been
manufactured, including packaging (if applicable) and quality control at the above-mentioned areas, in full
compliance with the requirements of GMP (GMP) and local regulatory authorities in accordance specifications of
the registration certificate or the referenced documents. Production, packaging and control of the series have been
reviewed and considered in accordance with the requirements of GMP (GMP).

Llum nidmeepdoicyemo, ujo Hagedena auuje inghopmayis € npasdueoIo Ma MOYHOI. Lja napmis auujesasiayerozo
npodyxiny Byna Gue0MOGIERa, GKNIOHAIOY YNAKOGKY MA KOHMpPOone AKOCH, 1A GUIE3a3NAYenUX OMANKAX Y NOGHIT
gionosionoemi 0o eumoz HBIT (GMP) ma micyesux peeynamoprux opzaxis 8idnogiono do cneyugbicayiy
peecmpayiiinozo ROCGIQUEHHA, abo OOICYMEHINIG, HA SIKE POOBAMLCA ROCUTAHHA. Bupobruymso, naxysains ma
Kkonmpons cepil Bynu nepeananymi ma posauanymi aionosiono oo eumoz HBIT (GMP).

Deviations in terms of quality and product release:
Bioxuneuns 3a AKiCIMIO ma GURYCKOM RPOOYKYIL:

\D/Ifeviations have not occurred [ Yes, additional information is attached
Bidxunens ne 6yno Tax, zopaarkosa indopmaliis HOAETLCS

Comments/remarks:
Komenmapi/zaysascenns.
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21/08/2023 Namrata Pathak
Release date:

Hama aunycky.

<

Authorized person signature
ITidnuc ynosnogaoicenot ocobu




