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UNIQUE PHARMACEUTICAL LABORATORIES
IOHWK ®APMACBIOTHKAJ TABOPATOPH3
(A Division of J.B.Chemicals & Pharmaceuticals Ltd.)
(Otnenenue dupmb «/bx B .Kemuxaic snn ®apmacriotrxanc J1a.)
Bopau, Mymba#i 400 030, Heaus - Worli, Mumbai 400030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

QUALITY CONTROL DEPARTMENT
OTIEJ KOHTPOJH KAYECTBA

Name of the Product JOCET®* SYRUP ARNe 10FP17004542
Hanmerosanue npenapata  JDKOCET® CUPOII
Batch PJY7034 Date 21.12.2017
Cepusi: Hara
Date of Mfg. 12. 2017
Jara npoussoacTaa: 12. 2017 Exp. Date: 11.2020
Pack: 100 m! PET bottle Tlonen no: 11, 2020
VYnakoBka: 100 ma NI3T daakoH
| TESTS I RESULTS | STANDARDS
‘ MOKA3ATEJIH PE3YJBTATHI | CTAHIAPTEI
Description Orange coloured syrup Orange coloured syrup
Onucanne Cupon opasxeBoro upera Cupon opaHKeBOro useTa
Identification
IogauuHocTh
Salbutamol sulfate Keeps requirements The chromatogram obtained with the test solution
prepared for the quantitative assay should contain
a peak with a retention time corresponding to the
. retention time of the salbutamol peak in the

[ [ chromatogram obtained with the standard solution
| Cannbyramona cynsdar Beriaepxusaet tpeGoBanns Ha xpomaTorpamme HCIIBITYEMOrO pacTBOpa,
{ [PHIOTORICHHOIO JUTA KOAHYECTBCHHOTO Ofpe- |
HEIEHHA, JIOMKCH  PErHCTPHPOBATBCA MK, |
COOTBETCTBYIOLUMIA TI0 BPEMEHHM YIEPKHMBAHHSA |
MHKy cab0yraMona Ha  XpoMarorpamme
CTAH/IAPTHOIO pacTBOpa.

Guaifenesin Keeps requirements The chromatogram obtained with the test solution
prepared for the quantitative assay should contain
a peak with a retention time corresponding to the
retention time of the guaifenesin peak in the
chromatogram  obtained with the standard
solution.

Isafidenesun Boinepxusaer tpeboBaHus Ha xpoMmatorpaMme HCIIbITYEMOIO pacTBopa,
ITPHIOTOBIEHHOIO V1A KOJIMYECTBEHHOrO OMpe-
NETeHMs, JIOJDKEH DPErHCTPHPOBATBCH  ITHK,
COOTBCTCTBYIOLUMA MO BPEMEHH YIEPAHBAHHA
MHKYy [Bai(eHesHHa Ha  XpoMarorpamme
CTaHI2PTHOIO PaCTBOPA.

Bromhexine Hydrochloride Keeps requirements The chromatogram obtained with the test solution |
prepared for the quantitative assay should contain |
a peak with a retention time corresponding to the
retention time of the bromhexine peak in the
chromatogram obtained with the standard
solution.

BpoMrekciHa ruipoxnopua BeinepxusaeT TpeboBanus Ha xpomarorpaMme HCIBITYEMOTO pacTsopa,
NPHIOTORIEHHOIO I8 KOTMYECTBEHHOIO Orpe-
NENEHMsl, JIOJKGH —PErMCTPHPOBATLCH  [IHK,
COOTBETCTBYIOUIMA 110 BPEMEHH YACPKHBAHMSA
oMKy ~ OpoMIeKcsHa Ha  XpoMarorpamme
CTAaHJaPTHOrO PacTBOPA. |
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK ®APMACBIOTHKAT TABOPATOPH3
(A Division of ].B.Chemicals & Pharmaceuticals Ltd.)
(Otaenenue bupme! «Jbk.b.Kemuxanc sna ®apmacsioruxanic Jra.)
Bop:, Mywm6ait 400 030, Muaua - Worli, Mumbai 400030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTJEJ KOHTPOJIS KAYECTBA
Name of the Product JOCET® SYRUP AR.N: 10FP17004542
Haumenosanse npenapata  JIXKOCET® CUPOI
Batch PJY7034 Date 21.12.2017
Cepus: Hata
Date of Mfg. 12.2017
Hata nponssoscrTea; 12. 2017 Exp. Date: 11.2020
Pack: 100 ml PET bottle lNogen mo:  11. 2020
VYIlaKOBKa' 100 ma IIAT ¢aakon
TESTS RESULTS STANDARDS
NOKA3ATEJIH PE3YJIbTATHI CTAHJIAPTHI

Sodium Saccharin

Hatpua caxapusar

Keeps requirements

Briaepausaet tpebosaHus

The chromatogram obtained with the test solution |
prepared for the quantitative assay should contain
a peak with a retention time corresponding to the
retention time of the sodium saccharin peak in the
chromatogram obtained with the standard
solution.

Ha xpoMarorpaMme HCIBITYEMOro pacTaopa,
MPUIOTOBIGHHOrO0 AN  KOJIWYECTBEHHOrO
OnpeieNiCHHa, [O/KEH PErHCTPHPOBATBCA
MHK, COOTBETCTBYIOUMA 10  BpPEMEHH
YAEPAHBAHHA NHKY CAXapHHATA HATPHA HA
XPOMATOrpPaMMe CTAHAAPTHOrO PacTBOpa.

Sorbic acid

Cop0OxHoBaa xuc10Ta

Keeps requirements

Beinepkusaer tpebosanus

| YIEPKUBAHUA MHKY COPOHHOBOH KHCIOTHI
| Ha XPOMATOrpaMMe CT2HIAPTHOIO PACTBOPA.

The chromatogram obtained with the test solution |
prepared for the quantitative assay should contain |
a peak with a retention time comresponding to the
retention time of the sorbic acid peak in the
chromatogram obtained with the standard
solution.

Ha xpomarorpaMme HCIBITYEMOrO pacTsopa,
MPHUIOTOBICHHOTO AN KOAHYECTBEHHOIO
onpejeneHus, JOMKEH PerHCTPHPOBATHCA
MHK, COOTBETCTBYIOUIMH [0  BPCMEHH

Methyl parahydroxybenzoate sodium and
Propyl parahydroxybenzoate sodium

MertuanaparuapokcubeH30aT HaTpHA U
NPONKIINAPAruaApOKCHOEH30aT HATPHS

Keeps requirements

BelnepxusaeT TpebosaHms

The chromatogram obtained with the test solution |
prepared for the quantitative assay should contain |
peaks with retention times corresponding to the |

retention times of the methyl |
parahydroxybenzoate and propyl
parahydroxybenzoate peaks in the chromatogram

obtained with the standard solution,

Ha xpomarorpamMme HCIbITYEMOro pacTsopa,
MPHTOTOBISHHOTO JNA  KOJHYECTBEHHOrO
OMpe/ienesua, OOMKHBI PETHCTPHPOBATHCS

MHKH, COOTBECTCTBYKIIHE IO BpEMCHEAM
YACPKUBAHHA MHKaM
MeTHanaparuapokcubensoara H
[ponKiInaparuapokcuben3oara Ha

XpOMaTorpaMme CTaHIapTHOro PacTBOpa.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK ®APMACBIOTHKAJ IABOPATOPH3
(A Division of J.B.Chemicals & Pharmaceuticals Ltd.)

(Otaenense Gupmer «/Ix.5.Kemukanc sug DapMacsiotrkaie Jta.)

Bopik, MymGait 400 030, Hraus - Worli, Mumbai 400030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

QUALITY CONTROL DEPARTMENT

OTAEJ KOHTPOJIA KAYECTBA

Name of the Product JOCET®SYRUP AR.Ne 10FP 17004542
Haumenosanue npenapata  JKOCET® CHPOII
Batch PJY7034 Date 21.12.2017
Cepust: Jlara
Date of Mfg. 12. 2017
Jata npousBojicTra: 12..2017 Exp. Date: 11. 2020
Pack: 100 ml PET bottle Foaen no:  11. 2020
VYnakoska: 100 ma 13T paakon
TESTS RESULTS STANDARDS
IIOKA3ATEJIH PE3YJIbTATBI CTAHJAPTHI

Menthol {(Levomenthol)

Mesitoa (Jlesomenton)

Keeps requirements

Beuaepxkusaer tpeGosanns

The chromatogram obtained with the test solution |
prepared for the quantitative assay should conzain |
a peak with a retention time corresponding to the
retention time of the menthol peak in the
chromatogram  obtained with the standard
solution.

Ha xpomarorpamme memmyeMoro pacrsopa,
NMPHIOTORICHHONO Ul KOJIMHYCCTBEHHOIO OMpe/ic-
JIEHHA, JIOJDKEH PCTUCTPHPOBATLCA OCHOBHOM ITHK,
COOTBETCTBYIOLUMIA [0 BPEMEHH YAEPHUBAHHS
TIMKY MEHTOJIA HA XPOMATOTPAMME CTAHAAPTHOTO

pactsopa.

pH 5,14 Between 3,0 t0 6,0

H ot 3,0 10 6,0

Minimum fill 101 ml Not less than the labeled volume (100 ml)

O0BeM COOEPKHMOTO YIIAKOBKY 101 ma He menee ofbema, yxkasauHoro Ha 3THkeTke
(100 ma)

Weight per ml (at 25 °C) 1,27 g/ml 1,10 to 1,50 g/ml

[Inotiocts Ha 1 ma (npyn Temneparype 1,27 r/mn 1,10 - 1,50 r/mn

25 °C).

Assay/KonuyecTBeHHOE OnpeseneHHe

1. Guaifenesin
I'saiidenesnna

2. Bromhexine Hydrochloride

Bpomrexcuna ruapoxiopuia

3. Salbutamol sulfate (salbutamol

equivalent)

CambGyramona cynndar
(3xBHBAICHTHO cankOyTamony)

4. Methyl parahydroxybenzoate sodium

MerunaparupoxkcHbeH30aT HATpHs

99,5 %, i.e. 49,73 mg/5 ml
99,5 %, T.e. 49,73 Mr /5 mn
103,7 %, i.e. 2,07 mg/5 ml
103,7 %, t.e. 2,07 Mr/5 ma

103,3 %, i.e. 1,03 mg/5 ml

103,3 %, T.e. 1,03 Mr/5 mn

100,6 %, i.e. 7,54 mg/5 ml

100,6 %, 1.e. 7,54 Mr/5 mMa

T.€. 6,0 — 9,0 Mr/5 Ma

90.0 - 110.0 % of the labeled amount
(i.e. 45,0 mg to 55,0 mg per 5 ml)

90,0 - 110,0 % OT 3aABNEHHOTO KOJHYECTBA,
T.e. 45,0 - 55,0 Mr/5 mn
90.0% - 110.0% of labeled amount

(ie. 1,8 mgto 2,2 mg per 5 ml)
90,0 - 110,0 % oT 3a4B7eHHOr0 KOMMYECTHA,
T.e. 1,8 —2,2 Mr/5 mn
90.0 - 110.0 % of the labeled amount,

(i.e. 0,9 mgto I,]1 mg per 5 ml)

90,0 - 110,0 % oT 3asBEHHOrO KOMMUeCTRA,
T.€. 0,9 - 1,1 Mr/5 mn

80.0 - 120.0 % of the labeled amount
(i.e. 6,0 mg to 9,0 mg per 5 ml)
80,0 - 120,0 % ot 3asBaeHHOro KOJIMYecTBa,
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAI JABOPATOPH3
(A Division of J.B.Chemicals & Pharmaceuticals Ltd)
(Ortaenenue pupmsr «/Ix.B. Kemuxac aua Qapmacetorukanc Jltxg,)
Bop:s, Mym®aii 400 030, Huus - Worli, Mumbai 400030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

QUALITY CONTROL DEPARTMENT

OTAEJ KOHTPOJIH KAYECTBA

Name of the Product JOCET®* SYRUP AR.Ne 10FP17004542
Hanmenosanue npenapara JUKOCET® CHPOII

Batch PJY7034 Date 21.12.2017
Cepus: Hara

Date of Mfg. 12. 2017

Hara npoussoacrtaa: 12,2017 Exp. Date: 11. 2020

Pack: 100 ml PET bottle [onen no: 11, 2020
Ynaxoaxa: 100 ma 13T q}mucou
[ TESTS RESULTS STANDARDS T

MOKA3ATEJH PE3VIBTATEI CTAHJAPTHI |

6. Sodium Saccharin
Harpua caxapusar

7. Sorbic acid

CopOuuoBan kuciota

8. Mentho! (Levomenthol)

MenTona (Jlesomentona)

5. Propyl parahydroxybenzoate sodium

[Nponuianaparuapokcubensoar HAaTpHA

98,9 %, i.e. 4,95 mg/5 ml
98,9 %, T.e. 4,95 mr/5 Mn
100,0 %, i.e. 5,00 mg/5 ml
100,0 %, 1.€. 5,00 Mr/5 Ma
98,9 %, i.c. 9,89 mg/5 ml

98,9 %, T.e. 9,89 mr/5 ma

102,0 %, i.e. 0,51 mg/5 ml

102,0 %, T.e. 0,51 Mr/5 Ma

80.0 - 120.0 % of the labeled amount

(i.e. 4,0 mg to 6,0 mg per S ml)
80,0 - 120,0 % ot 3asBneHHoro KOJIHYeCTBa,
T..4,0 — 6,0 MI/S M1
80.0 - 120.0 % of the labeled amount

(i.e. 4,0 mg to 6,0 mg per 5 ml)
80,0 - 120,0 % or 3assnenHoro KOJIMYeCTRa,
T.¢. 4,0 - 6,0 Mr/S Mn
80.0 - 120.0 % of the labeled amount

(i.e. 8,0 mgto 12,0 mg per 5 ml)
80,0 - 120,0 % ot 3asBnensoro KONHYECTBa,
T.e. 8,0 — 12,0 Mr/5 Mmn

80.0 - 120.0 % of the labeled amount,

(ie. 0,4 mgto 0,6 mg per 5 ml)
80,0 - 120,0 % ot 3assnentoro KOHYeCTBa, |
T.e. 0,4 - 0.6 MI/5 M1

\
|
i

The above sample complics with the prescribed standards of quality
Bbiweykasanuniii obpasen orseuaer YCTRHOBTEHHBIM CTaHAAPTAM KayecTBa
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Mr. A. P. SHAH
QUALITY CONTROL MANAGER

MEHEKEP [10 KOHTPOJIIO KAYECTBA

o

£
7

=
c

2
0y,




