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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 1l of 6 /Crp.1 u3 6
Product : Novigan, film-coated tablets
Mpoaykr HoBurau®, TabieTky, MOKPLITHIE MIEHOYHOH 060704KOM
Batch No / Cepus Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
Obbem cepun 1133260 TabneTok
Analytical Report No / : 890001602554 Date of Analysis / : 16.07.2022
AHanuTHYecKHuii oTyeT No JlaTa aHanu3a
Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2027
JlaTa nmpou3BoacTBA I'ogen no (Bk)

Analysis performed according to ND / Ananaus nposegen no H/I: TT N008846-020222

Ne Test / [loxazaTenn Result / PesyabTaTsl Specification / Hopma

1 Description / Onucanue White round biconvex film-coated | White round biconvex film-coated tablets
tablets debossed with NOVIGAN | debossed with NOVIGAN on one side.
on one side. On a cross section | On across section white to off-white core.
white core. / Kpyrnbie | / Kpyrnele nBoskoBbIMyKIble TabneTkw,
IOBOSKOBBIMYKJBIE TabJeTKH, | TOKpBITHIE  [UICHOYHOH  0DONIOUKOM
NOKPBITHIE MIIEHO4HOH obonoukoit | Oenoro uBera, ¢ TucHeHHeM NOVIGAN
feroro 1Bera, ¢ THUCHEHMEM | Ha OIHOW cropone. Ha monepeyHom
NOVIGAN Ha ogHoit cropoHe. Ha | pa3pese sapo ot 6enoro 1o noytu 6enoro
NonepeyHoM paspese sapo Oeyoro | wUeera.

LBerTa.
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Hpumeuanne: Ilponykt coorsercTryeT TpeboraHuaM HJT 3axknwyenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMonrorosneHo: Ramakant IMposepeno: Pardeep Kumar OnobpeHo: Menenxep / PykoBonurens

A i/ Amit Kumar -
w&\; rA/ = T

Reprint Date/ Reprint Date / Reprint Date /
Hara: 16.07,2022 Hara: 16.07.2022 Hara: 16.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
Page2 of 6 /CTp.2 u3 6
Product : Novigan, film-coated tablets ]
TpoaykT Hoguran®, TabieTkn, NOKpLITLIE NIEHOUHON 060I04KOM
Batch No / Cepus Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
_|Obbem cepun B 1133260 tabnerok
Analytical Report No / : 890001602554 Date of Analysis / : 16.07.2022
AHanuTHYeckui oTueT Ne JlaTa ananausa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
JlaTta npou3BoaCTBA TIogen ao (BKuT)
Analysis performed according to ND / Ananus npogeaen no HI: TIN008846-020222

2 Identification /ﬁOﬂHHHHOCTb

2a Ibuprofen / Ubynpoden Complies as prescribed / The retention time of the main peak on the
CooTBeTcTByeT chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). /  Bpems  yIep>xuBaHus
OCHOBHOTO TIHKa Ha XpOMarorpamme
HCIBITYEMOTO pactBopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPIKUBAHUS
OCHOBHOIO [MMWKa Ha XpomaTorpamme
pacTtBopa CTaHOApTHOTO obpasua
ubynpodena (pasnen «KonudecrseHHoe
OMpeecHUER).

Remarks : The Product confirms to ND / Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTseTcTBYET TpeboBanusm HJJ 3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
HoaroTosnero: Ramakant IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoguteins

x?_\ &Up“/ QL»: Amit Kumar A_\;/

Reprint Date / Reprint Date / Reprint Date / )
Jara: 16.07.2022 Jara: 16.07.2022 JHara: 16.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page3of 6/CTp.3 u3 6

Product Novigan, film-coated tablets

Mpoaykr HosuraH®, TabieTKH, MOKPLITHIE MIEHOUHOH 000J104KOH

Batch No / Cepus Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
Obbem cepuu 1133260 TabneTok

Analytical Report No / : 850001602554 Date of Analysis / : 16.07.2022

AHanuTHYeCKHit oTyeT No JlaTa aHanu3za

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

JlaTa mpousBoACcTBAa Toaen po (BK)

Analysis performed according to ND / Ananus nposeaen no H/L: TT N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
TTuTodeHoHa ruapoXIOpUA U
¢dbennusepunus 6pomun

Complies as prescribed /
CooTBeTCTBYET

The retention times of the main peaks in
the chromatogram of test solution should
correspond to the retention times of
pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpemeHa yep>KuBaHUs
OCHOBHBIX TIMKOB Ha XpOMaTorpamme

HCTIBLITYEMOTO pacTtBopa DNOJKHBI
COOTBETCTBOBATH BpeMeHaM
yIoepXHBaHUA OCHOBHBIX TTHKOB
nurodeHoHa CHOPOXJIOpUAA 7
deHnmBeprnUs Opomuaa Ha
XpOMAaTOrpaMMe CTaHIapTHOTO pacTBOpa
(pa3gen «KonuuectBeHHOE
onpeneneHUe»)

3 Average weight / Cpeansin
Macca TabsaeTrkn

568.7 mg/568.7 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg)/
570,0 mr =3 % (o1 552,9 mr no 587,1 mr)

4 Disintegration /
Pacnagaemocthb

03 Minutes 30 Seconds

Not more than 30 min / He 6onee 30 muu

5 Dissolution / PacTBopenue

a) Ibuprofen / U6ynpoden

103 %, 102 %, 102 %, 103 %,
103 %, 103 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHANLHOTO cofiepaxanus ubynpodena
(C13H1302) m01KHO pacTBOPHTHCA 3a

30 MuH.

Remarks : The Product confirms to ND /

ITpumeuanne: ITpoaykt cooTeeTcTBYET TpeboBaHuam HIL

Conclusion : APPROVED /
3axnrouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IogrorosneHo: Ramakant [MposepeHo: Pardeep Kumar Onob6peno: Menemxep / PykoBoauTens
f Amit Kumar -
- =l — /A.;
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.07.2022 Jara: 16.07.2022 Hara: 16.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Paged4of 6/ Crp.4u3 6

Product Novigan, film-coated tablets

Mpoaykr Hosuran™, Tadbnerku, NokpoIThie MIEHOUHOH 060104UKOM

Batch No / Cepus Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
- Obnem cepiu 1133260 Tabnerok

Analytical Report No / : 890001602554 Date of Analysis / : 16.07.2022

AHAJUTHYECKHI oTueT Ne Jara anaausa

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

JlaTa npou3BOACTBA Togen ao (Bxu)

Analysis performed according to ND / Anaans npogepen o H/L: ITN0O08846-020222

b) Pitofenone hydrochloride /
ITutodeHoHa rTHAPOXIIOPULL

104 %, 104 %, 105 %, 105 %,
104%, 105 %

Not less than 75 % (Q) of the labeled
amount
(C22HasNO4-HCI)
30 minutes. / He menee 75 % (Q) ot
HOMMHAJILHOTO coepXkKaHus MUToheHoHa
rugpoxnopuza (CaaHasNO4-HCI) nonmkHo
pacTBopHUThCA 3a 30 MUH.

of pitofenone hydrochloride
dissolved in

6 Related substances / PoacTeennble npumecu
Any single impurity / 0.04 % Not more than 0.3 % /
JIrobas enuHMYHAS IPUMECH He 6onee 0,3 %
Total impurities / 0.04 % Not more than 0.7 % /
Cymma npumecei He 6onee 0,7 %

7 Microbial limits / Mukpo6uoaornyeckasn 4Mcrora

a) Total aerobic microbial
count / Ob1ee uMcio
a3pOBHBIX MHKPOOPTaHH3MOB

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts and
mould count / ObLiee uncio
JPONOKEBBIX U IIECHEBBIX
rpubos

Less than 50 CFU/g /

Menee 50 KOE/r He

Not more than 100 CFU/g /

6onee 100 KOE/r

c) E. coli

Absentin 1g/

Shall be absent in 1g/

OrcytcTBYyeT B IT

JIOJKHBI OTCYTCTBOBaTh B 1 T

Remarks : The Product confirms to ND /
Npumeuanune: IIpoayxT cooTBeTcTBYeT Tpebosanuam HIT

Conclusion : APPROVED /
3axmoyenue: OJJTOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Checked by /
Iposepeno: Pardeep Kumar
|E!
o

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar A
/

§ \
I%"ﬁ\igr
Reprint Date /

JHara: 16.07.2022

Reprint Date /
Hara: 16.07.2022

Reprint Date /
Hara: 16.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC004507

www.drreddys.com




R dd , Q...’ Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr’ e y s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page S of 6/ Crp. 5 u3 6
Product : Novigan, film-coated tablets
Ilpoaykr Hosuran®, TabneTku, MOKpbIThIE MIEHOYHOH 060104KOH
Batch No / Cepus Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
Obnem cepun 1133260 Tabnerox
Analytical Report No / : 890001602554 Date of Analysis / : 16.07.2022
AHannTHYeCKHH OTUeT No Jarta ananusza
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
JlaTa npou3BoACTBA Tonen no (Bk)

Analysis performed according to ND / Ananaus nposeaen mo H/I: [T N008846-020222

8 Uniformity of dosage units of / OanopogHocTb fo3upoBaHns
Ibuprofen / 2.0 Acceptance value (AV) should be not
Héynpoden more than 15.0. / TTokazarens
npuemiieMocTH (AV) nomkeH ObITh He
6onee 15,0
Pitofenone hydrochloride / 4.4 Acceptance value (AV) should be not
IMurodeHona rugpoXIOpUa more than 15.0. / TlokazaTens
npremyieMocTH (AV) nomxeH ObITh He
6osee 15,0
Fenpiverinium bromide / 4.7 Acceptance value (AV) should be not
DeHruBepHHUs OpOMULI more than 15.0. / [Tokazatens
npuemneMocTtH (AV) nomkeH 6bITh He
6osee 15,0
9 Assay / KonuyecTBennoe onpeaeneHue
Ibuprofen / U6ynpogen 403.6 mg/403.6 Mr From 384.0to 416.0 mg of C3Hi30»
(ibuprofen) per tablet. /
Or 384,0 A0 416,0 MI C|3H|802
(ubynpoden) B Tabnerke.
Pitofenone hydrochloride / 5.035 mg/5.035 mr From 4.5 to 5.5 mg of C22H25sNO4-HCI
ITurodeHona ruapoxnopua (pitofenone hydrochloride) per tablet. /
Or 4,5 no 5,5 mr CaoHasNO4-HCl
(nmurodeHoHa ruApOXJIOpUA) B TabNeTKe.
Fenpiverinium bromide / 0.0998 mg / 0.0998 mr From 0.09 to 0.11 mg of C22H2oBrN-O
dennuseprnus 6pomMun (fenpiverinium bromide) per tablet.
Or 0,09 no 0,11 Mr CHaBrN-O
(dpennuBepunnsa 6poMHUA) B TABNETKE.
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: Hpoaykr coorsercTByeT TpeboBaHusiM HJT 3akmwyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HOHFOTOBHCHOT'RBI'\'H akant ITpoeepeno: Pardeep Kumar Onobpeno: MeHemxkep / PykoBoOuTenb
@U‘@‘P}C Amit Kumar /E N
\ —
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.07.2022 Jara: 16.07.2022 Hara: 16.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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www.drreddys.com



Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTtp. 6 13 6

Product Novigan, film-coated tablets

[IlpoaykT Hosurau®, TabneTku, MOKpPLIThIE MIIEHOYHOR 000N04KOH

Batch No / Cepusi Ne 1 V2201368 Batch Quantity / : 1133260 tablets /
O6bem cepuu 1133260 TabneTtok

Analytical Report No / : 890001602554 Date of Analysis / : 16.07.2022

AHAJIMTHYECKH T oTUeT No JlaTa aHann3za

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

JlaTa npou3BoAcTBa I'onen ao (BKJT)

Analysis performed according to ND / Ananus nposeaen no HJ: I1 N008846-020222

10 Package / Ynakoeka

10 tablets in a aluminum foil
laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 Ttabnerox B Oamcrep H3

alFOMMHHEBOMN ¢dosery,
JTAMHMHUPOBAHHOMH

OPUEHTHPOBAHHBIM MOJIHAMHAOM U
MOJTUBHHHUIXJIOPUAOM /
NFOMHUHUEBOMH donbru.

ITo 2 6nucrepa ¢ WMHCTpyKLMER NnO
MPUAMEHEHHUIO B MaUKy KapTOHHYIO.

10tablets in a polyvinyl chloride
film/aluminum foil blister or in a
aluminum foil laminated with oriented
polyamide and polyvinyl chloride /
aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Ilo 10 Tabnerox B 6mwicrep u3
TIOIMBUHUIIXIIOPHAHOMN MIEHKH /
AMOMVMHHEROH (onbryu WM B 61ucTep U3
anOMHHHEBOH (ONbrY, JaMUHUPOBAHHOM
OPMEHTHPOBAHHBIM  MOJIMAMHIOOM |
TIONUBUHUIXJIOPHIOM/ aOM HHHEBOH
donpru. Ilo 1 wuam 2 Oaucrepa ¢
WHCTPYKLHUEH MO NPUMEHEHUIO B Navyky
KapTOHHYIO.

11 Labeling / Mapkuposka

Complies as  prescribed /
CooteeTcTBYET TpEOOBaHUAM

According to ND /
B cootBercrBUM ¢ H]],

12 Storage conditions /
Xpanenue

At temperature below 25°C / ITpu Temnepartype He Boiite 25 °C.

13 Shelf life / Cpok roanoctu

5 years /5 ner

Remarks : The Product confirms to ND /

IMpumeuanue: IMpoaykt coorsercTeyer Tpebosannam HJL

Conclusion : APPROVED /
3akawuyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TonroropneHo: %mjika“}l Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurenb
[‘,\/ f Amit Kumar .*I-xq.m‘ _
: — { —
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.07.2022 Hara: 16.07.2022 Hara: 16.07.2022
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