Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

Tel : 491 98166 56001-02
www.drreddys.com

Page10f9/Crp.1u3 9

Product Novigan, film-coated tablets

Hpoayxr Hosuran®, TabneTku, NOKpsIThIe MIeHOUHOH 06010UKOMH

Batch No / Cepus Ne : V2302311 Batch Quantity / + 12,00,000 tablets /
O6bem cepuu 12.00.000 Tabnerok

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023

AHANIMTHYECKHI 0TYeT No Jlara ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028

JlaTa npou3BOACTBA Togen g0 (BKJI)

Analysis performed according to ND / Auanus nposesen no H/I: TTN008846-020222

No Test / IlokazaTenn Result / Pe3yabraThl Specification / Hopma

1 Description / Onuncanne 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 a cross section white to off-white core.
white core. / Kpyrneie | / Kpyrible ABOSKOBBINYKIBIE TabJeTKH,
IBOSIKOBBIMYKJIBIE TabNeTKy, | TNOKpHITBIE  IUIEHOYHOH  00OONIOUKOM
TIOKPHITHIE MIIeHOUHOM 060s0uKoil | Gemoro upera, ¢ THcHeHneM NOVIGAN
fenoro 1BeTa, C THCHEHWEM | Ha OJHOW cropoHe. Ha momepeyHoM
NOVIGAN Ha ofHOjt cTopoHe. Ha | paspese sapo ot 6enoro Ao noyTH 6enoro
NonepeyHoM paspese sapo 6enoro | LBeTa.
UBETA.

2 Identification / IloannHHOCTH

Remarks : The Product confirms to ND /
Ipumeuanne: [Ipoaykr cootBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3axawuenue: OJJOGPEHO

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya ITpoBepeHo: Onobpeno: Menemxep / PykosoauTtens
IToarotosneHo: X’ Zf' W

= -
Reprint Date / Reprint Date / Reprint Date /
JHata: 29.11.2023 Hara: 29.11.2023 Hara: 29.11.2023

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




Qe Dr. Reddy's Laboratories Ltd.
Dr, Red dy,s ... Formulation Unit-6
* Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
Page2of 9/Crp.2 139
Product : Novigan, film-coated tablets
IIpoaykT Hoauran®, TabyieTku, MOKPHITHIE IVIEHOYHOH 060JI0UKOH
Batch No / Cepusi Ne 1 V2302311 Batch Quantity / : 12,00,000 tablets /
O6bem cepun 12,00,000 Tabnerok
Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023
AHasmTHYecKuii oTuer Ne JlaTa anaansza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028
JlaTa npou3BOACTBA I'oaen no (BKI)
Analysis performed according to ND / Ananus nposeaen no HJI; [1N008846-020222

Ne Test / IloxazaTeanb Result / PesyabTaThl Specification / Hopma
2a Ibuprofen / H6ynpoden 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  yaep>xuBaHMA
OCHOBHOI'O IMHMKa Ha XpOMaTorpamme
MCIBITYEMOrO pactBopa [OJDKHO
COOTBETCTBOBATh BPEMEHHU YAEPIKUBAHUA
OCHOBHOTO [MHMKAa Ha XpOMaTorpamme

pacrtBopa CTaHAAPTHOrO obpasia
ubynpodena (pazmen «KonuuecTBeHHOE
onpeneIeHUe»).
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipomykr cooTBeTCTBYET Tpebosanuam HJI 3axnouenne: OJJIOBPEHO
Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya IIposepeHo: OnobpeHo: Menemxkep / PykoBogurensb
TIOArOTOBIICHO: @ ’ ;
Qf—/ 1o
Reprint Date / Reprint Date / Reprint Date /
Iata: 29.11.2023 Hara: 29.11.2023 Hata: 29.11.2023

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: L85195ARP1984RLCO0A507
www.drreddys.com



Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Page3of9/Crp.3u39

Product Novigan, film-coated tablets

Ipoaykr Hoeuran™, Tabnerku, NoKpsIThIE MIEHOYHOI 080104KOi

Batch No / Cepus Ne : V2302311 Batch Quantity / + 12,00,000 tablets /
O0bem cepun 12.00,000 TabneToxk

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023

AHaauTHYecKHUii oTyer Ne JlaTa aHaiu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028

JiaTa npoH3BOACTBA Toaen po (BK1)

Analysis performed according to ND / Ananus nposenen no HJL; I1 N008846-020222

Ne Test / Ilokazarennb

Result / PesyasTaThl

Specification / Hopma

2b Pitofcnonc hydrochloride and
fenpiverinium bromide /
IurodeHoHa THAPOXIIOPUA U

dennuBepuHus Gpomun

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 ynep>KuBaHus
OCHOBHBIX [HKOB Ha XpOMaTorpamme

HCIIBITYEMOTO pacrtBopa ZOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIAep)KUBaHUS OCHOBHBIX [IUKOB
nuTodeHOHa TUIPOXJIOPUAA U
(deHnuBeprHUL 6pomuia Ha
XpOMarorpaMMe CTaHIapTHOrO pacTBOpa
(pazzen «KonuuectBeHHOE
ONpEenENeHHE)

3 Average weight / Cpeansas
Macca TadJIeTKH

571.2mg/571.2 Mmr

570.0 mg £ 3 % (552.9 mg to 587.1 mg) /
570,0 Mr £ 3 % (o1 552,9 mr mo 587,1 mr)

Remarks : The Product confirms to ND /

Hpumeuanue: [Tpoaykr coorBercTByeT Tpeboranuam HJI

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya : IpoerepeHo: Ono6peno: Menemxep / PykoBoauTens
[ToarotrorneHo: Q— ) _ﬂ

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Hara: 29.11.2023 Harta: 29.11.2023

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: LBS195AP1984PLCO01M507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Bacdi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product Novigan, film-coated tablets

Ipoayxr Hopuran®, Tabnerku, NOKpbITHIE MIEHOUHOH 000JI04KO#H

Batch No / Cepus Ne : V2302311 Batch Quantity / : 12,00,000 tablets /
O6bem cepui 12.00,000 Tabnerok

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023

AHaquTHYecKHii oTyeT No Jara aHaau3sa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028

JlaTa npou3BOACTBA I'opeH g0 (BK.T)

Analysis performed according to ND / Auanu3 nposeaed mo HJI: [TN008846-020222

Ne Test / Iloxa3aTesib

Result / Pe3yabTaThl

Specification / Hopma

4 Disintegration /
Pacnapaemocrhb

02 min 58 sec / 02 mui 58 cek

Not more than 30 min / He 6onee 30 Mmuu

5 Dissolution / PacTBopenne

a) Ibuprofen / U6ynpodeH

99 %, 100 %, 100 %, 99 %, 100 %,
100 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H)30x) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMUHANBHOTO colepanus ubynpodena
(Ci3H;302) HOJHKHO pacTBOPUTECSA 3a

30 MuH.

b) Pitofenone hydrochloride /
ITurodeHoHa ruapoXIOpUA

100 %, 99 %, 96 %, 95 %, 97 %,
96 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22HasNO4HCI) dissolved in
30 minutes. / He menee 75 % (Q) ot
HOMMHAJILHOTO COAEpKaHUus MUTO(eHoHa
ruapoxyopuna (C22HasNOs HCI) nomxno
pactBopUThCA 3a 30 MHUH.

6 Related substances / PoacTBeHHbIe IpUMeCH

Any single impurity /
JIrobas emuHUYHAS IPHUMECH

Below BDL (BDL= 0.03 %) / Huxe

nopora perucrpauuu (ITP =0.03%)

Not more than 0.3 % /
He 6onee 0,3 %

Total impurities /
CymMma npumecer

Below BDL / Huxe nopora
perucTpaLiu

Not more than 0.7 % /
He 6onee 0,7 %

Remarks : The Product confirms to ND /

Ipumeuanne: [Iponykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya IIpoBepeHo: Onobpeno: Mernemxkep / PykoBoauTens
IToaroroeneno;
Lo L — gl
o e
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.11.2023 Jara: 29.11.2023 Jara: 29.11.2023

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

CIM: L85195AP1984PLCOOAS0OT7
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

.. @%
DI'. Reddy S .. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page50f9/Crp.5u3 9
Product + Novigan, film-coated tablets
Ipoaykt Hoguran®, TabneTku, DOKPBITHIE IIEHOYHON 000JI04KO
Batch No / Cepus Ne : V2302311 Batch Quantity / : 12,00,000 tablets /
O0beM cepHit 12,00,000 Tabneroxk
Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023
AnaauTvuyecknii oruer Ne JlaTa aHaau3a
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2028
JlaTa npousBoJcTBa T'ogen g0 (BxJI)
Analysis performed according to ND / Auanu3 nposeaen no HJI: IIN008846-020222

Ne Test / IlokazaTe/b Result / Pe3yabTaThl Specification / Hopma
7 Microbial limits / Mukpo6uoJioruyeckas Y4HCTOTa
a) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / O61mee yuco Menee 100 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 50 CFU/g / Not more than 100 CFU/g /
mould count / O6mee yucno Menee 50 KOE/r He 6onee 100 KOE/r
JIPOMOKEBBIX M THIECHEBBIX
rpuboB
¢) E. coli R Absent in 1g / Shall be absent in 1g/
OrcytctByeT B IT JIOJKHEl OTCYTCTBOBATh B 1 T
8 Uniformity of dosage units of / OanopoaHOCTb A03UPOBaAHUS
Ibuprofen / 1.5 Acceptance value (AV) should be not
Hbynpoden more than 15.0. / ITokazarens
npremneMoct (AV) nomkeH ObITh He
6ostee 15,0
Pitofenone hydrochloride / 3.0 Acceptance value (AV) should be not
[TuTodeHOHa r’HAPOXIIOPUL more than 15.0. / ITokazarens
npuemieMocTd (AV) 1omkeH GbITh He
Gonee 15,0
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanne: [Ipoxykt cooTBeTcTBYET TpeboBanusam HII 3axkawuenue: OJIOBPEHO
Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya ITpoeepeHo: Onobpeno: Meunemxkep / PykoBogurens
TToaroToRIEHO: @ f @ {
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 29.11.2023 Hara: 29.11.2023 Hara: 29.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 6 of 9/ Crp. 6 u3 9

Product Novigan, film-coated tablets

Hpogyxt Hosuran®, TabneTku, noKpsIThie NICHOYHOH 06010UKOH

Batch No / Cepust Ne 1 V2302311 Batch Quantity / : 12,00,000 tablets /
O6bem cepHH 12,00,000 TabneTok

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023

ApajtaTnyeckuii oryer Ne JlaTa anasm3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028

JlaTa NpoH3BOACTBA T'ogen go (BKI)

Analysis performed according to ND / Anaans nposenen no HJI: I1 N008846-020222

Ne

Test / IlokazaTens

Result / PesyasTaThl

Specification / Hopma

Fenpiverinium bromide /
QennuBepUHUs GpomMun

2.6

Acceptance value (AV) should be not
more than 15.0. / [Toka3atens
npuemieMocti (AV) fomkeH OBITh He
6onee 15,0

9 Assay / KosimuecTBeHHOE onpeieJieHHe

Ibuprofen / U6ynpoden

398.5 mg/398.5 mr

From 384.0 to 416.0 mg of Cy3Hi50>
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mr C;3H;30-
(ubynpodeH) B Tabnetke.

Pitofenone hydrochloride /
[MurodeHoHa rHAPOXIIOPHLL

4,992 mg/4.992 mr

From 4.5 to 5.5 mg of CaaHasNO4-HCI
(pitofenone hydrochloride) per tablet. /
01 4,5 10 5,5 Mr CaxHasNO4HCI

(nutodeHoHa rUAPOXIIOPUA) B TabJeTKe.

Fenpiverinium bromide /
dennupepunus GpomMun

0.0999 mg / 0.0999 mr

From 0.09 to 0.11 mg of C22HxBrN.O

(fenpiverinium bromide) pc-:-r tz;blet.
Or 0,09 pile] 0,11 mr C22Hz9BrN>O

(¢ennmBepurus 6pomun) B TabneTke.

Remarks : The Product confirms to ND /
IMpumeuanne: [TpoaykT cooTBeTCTRYET TpeboBanusam HJT

Conclusion : APPROVED /
3axuoyenue: OJOBPEHO

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya IIpoBepeno: Ono6peno: Menemxkep / PykoBoaurens
Toarorosnens: g‘ Cf )

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023 Jara: 29.11.2023 Hara: 29.11.2023

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: LR5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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 70f9/Crp. 7u3z 9

Product Novigan, film-coated tablets

IIpoaykTt Hosuran®, Tabnetky, MOKPHITHIE MJIEHOYHOM 060NOUKON

Batch No / Cepus Ne 1 V2302311 Batch Quantity / : 12,00,000 tablets /
O06beM cepHH 12,00,000 tabnetok

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023

AHaJuTHYeCKHI oTdeT Ne MaTa ananausa

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2028

JdaTa npoU3BOACTBA I'ogen mo (BKI)

Analysis performed according to ND / Anaans nposeaen no HJI: T1 N008846-020222

Ne Test / Iloka3aTenan

Result / PesysabTaThl

Specification / Hopma

10 Package / YnaxoBka

10tablets 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 OnmcTep U3

aNIOMHUHHEBOH ¢onery,
JaMHUHUPOBaHHOH

OPUEHTHPOBAaHHEIM TOJIHAMHIOM H
TOJIUBHHUIIXJIOPUAOM /
ATIOMUHHUEBOH bonbru.

Ilo 2 6nucTepa ¢ MHCTPYKLMEH IO
NPUMEHEHHIO B MTa4Ky 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 2blisters and patient information
leaflet in a carton pack. / ITo 10 Tabnetok B
6IMCTED K3 TIOJIMBUHUITXJIOPUIHOM [UICHKH
/ aIOMUHKEBOM QoNbry UK B OnKcTep U3
ANIOMUHUEBOM (DOJIBIH, JJAMHUHHUPOBAHHOM
OPHUEHTUPOBAHHBIM NOJIMAMHUAOM  H
TNOJIMBUHUIIXJIOPHIOM/aTIOMHHUEBOH
¢omeru. IMo 1 wm 2 OGuucrepa ¢
HUHCTPYKIHEH MO INPUMEHEHHIO B MNayky
KapTOHHYIO.

11 Labeling / MapkupoBka

Complies as  prescribed /
CoOTBETCTBYET TPEOOBAHUIM

According to ND /
B cooreercTBuu ¢ H/I

12 Storage conditions /
XpaHeHue

At temperature below 25°C / [Ipu Temneparype He Boime 25 °C.

13 Shelf life / Cpok rognoctun

5 years /5 ner

Remarks : The Product confirms to ND /
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpebopanusM HJI

Conclusion : APPROVED /
3akawuyenne: OJJOBPEHO

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar Approved by: Manager / Executive / Manoj Kumar
Maurya IIposepeno: Onobpeno: Menemxep / Pykoroautens
IMoarorosneHo: @C, (_L :
— N u.ﬂ
.-"""J
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.11.2023 Jlata: 29.11.2023 Hata: 29.11.2023

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




Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIU3A
Page 8 of 9/ Crp. 8 u3 9
Product : Novigan, film-coated tablets
Mpoaykr Hoeruran”, TabneTkn, NOKPLITHIE MNJIEHOYHOH 060/1049KOH
Batch No / Cepna Ne : V2302311 Batch Quantity / : 12,00,000 tablets /
O6beM cepnu 12,00,000 tabnerox

Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023
AuvanuTHyeckuii oryeT Ne Jdara aHanusza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2028
JlaTa npou3BoACTBA Topen mo (Bi1)
Analysis performed according to ND / Auanns nposesen mo HJ/I: [1N008846-020222

API name (INN) / naumenosanne A®C (MHH): Ibuprofen / HU6ynpoden

API manufacturer batch number / PIBM230357

Homep cepun npounssoautens APC:

FP Manufacturer API Batch number / FEQA00451

Howmep cepun cy6crannuu npoussoantens I'JID:

API Manufactured by & country /
Ipoussoauresr AD®C, crpana:

Solara Active Pharma Sciences Limited, India /
Comnapa OkxruB ®apma Caitencus Jlumuren, MHaus

API name / HaumeHoBanue ADC:

Pitofenone /ITurodeHoH

Howmep cepun cy6eranuun npoussogutens LJID:

INN / MHH: ITuTodeHona ruIpoXJIOpPHUL
API manufacturer batch number / PF/375

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FENA04837

API Manufactured by & country /
Ipoussoautenr ADC, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. ®aitu Kem ITBT. JITa., Unaus

API name (INN) / nanmenoanne A®C (MHH):

Fenpiverinium bromide /®ennuBepunns 6poMua

Remarks : The Product confirms to ND /
Ilpumeuanue: IIponykT cOOTBETCTBYeT Tpeboranusam HJL

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Maurya IIpoBepeHo:
IToarororneHo; (I‘{/

Prepared by / Santosh Kumar | Checked by / Pardeep Kumar

)

==

Approved by: Manager / Executive / Manoj Kumar
Onobpeno: Menemxkep / PykoBoaurens

bk

Reprint Date /
Hata: 29.11.2023

Reprint Date /
JHarta: 29.11.2023

Reprint Date /
Hara: 29.11.2023

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- 1 R5195AP19R4PI CNN4A5NT
www.drreddys.com




Dr.Reddy’s “!‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page90of 9/ Crp.9u3 9

Homep cepun cyGeranuuu npoussoautens IJID:

Product Novigan, film-coated tablets
Ipoaykr Hosuran®, Tabnerku, HOKpBITHIE NIIEHOYHOH 060104KOH
Batch No / Cepus Ne 1 V2302311 Batch Quantity / : 12,00,000 tablets /
O0bem cepun 12.00,000 Tabnerox
Analytical Report No / : 890001702645 Date of Analysis / : 29.11.2023
AHaJmTHYeckuii oTyeT No Hlara ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / ;1072028
JlaTa npoH3BoACTBA I'ogen ao (Bxa)
Analysis performed according to ND / Anasus nposegen mo HJI: I N008846-020222
API manufacturer batch number / FA/207
Homep cepun npouseoputens A®C:
FP Manufacturer API Batch number / FENR01207

API Manufactured by & country /
Npoussoantens A®C, cTpana:

R.L. Fine Chem Pvt. Ltd., India /
P. J1. ®aita Kem IIsT. JITA., UHAMS

Remarks : The Product confirms to ND /
Ipumeuanue: [IpoaykT cooTBEeTCTBYET TpebosaHmsam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Santosh Kumar

Checked by / Pardeep Kumar

Approved by: Manager / Executive / Manoj Kumar

Jara: 29.11.2023

Hara: 29.11.2023

Maurya @ IIposepeno: Onobpeno: Menemxkep / PykoBoauTes
MoroToRIEHO: £

- .
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.11.2023
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