Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Novigan, film-coated tablets
MpoaykT: HoBuran®, TaGeTky, NOKpLITHIE MLIEHOYHOI 060.104KOjH

Market / Poinox

: Russia/ Poccus

Batch No. / . Batch Quantity / 1200000 tab /

Cepus N = st Paszmep cepun " 1200000 Ta6

Analytical RepOj't No./ . 890001764559 Date of Analysis / . 20/09/2024

| AHaJINTHYeCKHii oTHeT NNe - Jata ananusa -
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

Jdarta npounsBoacTBa T'ogen o0

Mfg. License No. / .

IlpousBoacTBeHHAS : MNB/05/263 2’[;& number: /Homep . 1y Ngggs46

JuueH3Hua Ne

Ne 1 oT 27.09.2023)

Analysis performed according ND No. / Ananus nposeaes no H/I Ne: TI N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Page 1 of 6/ Ctp. 113 6

No Test / Iloka3zaTen

Result / PesyabTaThi

Specification / Hopma

1 | Description/
Onucanme

White round biconvex film-coated tablets
debossed with NOVIGAN on one side. On
a cross section white core. / Kpyrusle
JBOSKOBBINYK/ble TabJeTKH, MOKPBITHIE
rIeHoUHoH 060J0ukoit Oemoro lBera, C
tucueHeM NOVIGAN Ha ofHOH CTOpOHE.
Ha nonepeunom paspese smpo 6esoro
LBETA.

White round biconvex film-coated tablets debossed
with NOVIGAN on one side. On a cross section

white to  off-white core. /  Kpyrmse
JBOSKOBBINYKIIbIE TabreTky, TOKPBITHIE
mieHoyHoil  obonoukoit  Genoro  LBera, C

tucHenuem NOVIGAN Ha opHo#t cropone. Ha
MOMEepeYHOM pa3pe3e Aapo OT 6eaoro A0 MOYTH
6enoro upera.

[ 3%}

Identification / ITognnaHOCTL

[ %]

Ibuprofen /
a | Hbympoden

Complies as prescribed / CooTeTcTByeT

The retention time of the main peak on the
chromatogram of test solution should correspond to
the retention time of the main peak on the
chromatogram of ibuprofen standard solution
(section Assay)./ Bpems yaepxHuBaHUsi OCHOBHOIO
[MMKA HAa XPOMATOTPaMMe HCTILITYEMOTrO pacTBopa
JOJDKHO COOTBETCTBOBATH BPEMEHH YAEPKUBAHHS
OCHOBHOTO [MHMKa Ha XpoMaTorpamMme pacTBopa
crangaptHoro ofpasua wubynpodena (paszmen
«KoJMM4eCTBEHHOE ONPEAEICHHEY).

2 | Pitofenone
b | hydrochloride and

Complies as prescribed / CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of tcst solution should corrcspond to

Remarks : The Product confirms to ND /
Ipumeuanne: Ilpogyxt coorBercTBYeT Tpebosanusam HII

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by /

Maurya

IMoaroroeneHo: Santosh Kun;.%u
y

Checked by /
IIpoepeno: Pardeep Kumar

= cf—_-~-

Approved by: Manager / Executive /
Onobpeno: Menemaxep / Pykosonutens
Amit Kumar Fid

"

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabaa - 500034, Telangana, India
Tol: +91 40 4960 2900, Fax: 191 40 4900 2995, Email: meii@drreddys.com
CIN: L85195AP198.4PLCINA50Y

wiyvdrreddys.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 1 +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product : Novigan, film-coated tablets
IpoaykT: Hogurau®, TabseTkn, NOKPLITHIE J1EHOYHOH 060104KOIH

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / 1200000 tab /
Cepusa No Gl Pazmep cepun * 1200000 ta6
Analytical Repovrt No./ . 890001764559 Date of Analysis / . 20/09/2024
AHaJuTHYecKHi oTueT N2 JNata anaausa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JlaTra npou3BoOACTBA Toaen no

Mfg. License No. / .

Tlpou3BOACTEEHHAS : MNB/05/263 111/[; number: /Homep . 1y nogg846
JHUeH3ns No

Analysis performed according ND No. / Anaans nposeaen no HJI Ne: T1 N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Ne 1 oT 27.09.2023)

Page2 of 6/ Crp. 2 u3 6

fenpiverinium
bromide /
TIutodenona
THIPOXJIOPU U
¢dbennuBepHHU
6poMun

the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution (section Assay) / Bpemena
yIepKUBaHUs OCHOBHBIX MUKOB Ha
XpPOMATOrpaMMe HUCTIBITYEMOrO PacTBOpa IOJKHBI
COOTBETCTBOBaTh BpeMeHaM yIASpKUBaHUA
OCHOBHBIX MUKOB MHTO(EHOHA I'MAPOXJIOpHAA H
Gbennuepunus 6poMuAa Ha XpoMaTorpamme
CTaHO@pPTHOTO pacTBOpa (paznen
«KonnuecTBeHHOE OTIPENCTICHHE)

3 | Average weight /
Cpeansist macea
TabaeTkn

5654 mg/565.4 mr

570.0 mg =3 % (552.9 mg to 587.1 mg) /
570,0 mr + 3 % (ot 552,9 mr o 587,1 mr)

4 | Disintegration /
Pacnagaemocthb

05 min 22 sec / 05 mun 22 cex

Not more than 30 min / He 6onee 30 MuH

5 | Dissolution / PacTBopeHne

a) Ibuprofen/
Ubynpoden

102 %, 102 %, 101 %, 101 %, 100 %, 100 %

Not less than 70 % (Q) of labeled amount of
ibuprofen (Ci3H,30>) is dissolved in 30 minutes. /
He menee 70 % (Q) 0T HOMHHaJILHOTO COAEPKAHUS
n6ynpodena (Ci3H30-) m0mKHO pacTBOPUTHCS 33
30 muH.

b) Pitofenone
hydrochloride /

97 %,102 %, 101 %, 98%, 99 %, 99 %

Not less than 75 % (Q) of the labeled amount of
pitofenone  hydrochloride  (C2:H2sNO,HCI)

Remarks : The Product confirms to ND /
Ipumeuanue: [Ipoayxt cootsercTByeT Tpebosanram HJL

Conclusion : APPROVED /
Jaxaouenue: OJJOBPEHO

Prepared by /

Honrotosneno: Santosh Kumar

Maurya

Checked by /
IpoeepeHo: Pardeep Kumar

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

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Amit Kumar {\(:;
{

Reprint Date /
Hara: 29.09.2024

Registered QOifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; 61 40 4860 2900, Fax: +91 40 49C0 2998, Ernail: maii@drreddys.ccm
CIN: L35195AP1984PLCON4507

wiwvediteddys.com




Dr.Reddy’s ":'

i Reddy's Laboratories itd.
Forrmulation Unit-6

Vill. Kiol, Natagarh Road, Bazidi,
Distt. Sclan, H.P,, 173 205, liNDIA

Tel:+91 88156 56001-07
wiwwy. drreddys.com
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Product : Novigan, film-coated tablets R B
MpoayxT: HoBuran®™, TabieTky, NOKPHITHIE MJIeHOUHOI 060104KOii
Market / PoiHok : Russia / Poccus
Batch No./ . Batch Quantity / . 1200000 tab /
Cepusa Ne Vel Pasmep cepun 1200000 Tab
Analytical Repovrt No./ . 890001764559 Date of Analysis / . 20/09/2024
ApanuTHnyeckuii otyer Ne JlaTa ananusa -
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTta npousBoicTBa I'ogen go
Mfg. License No./ .
IpouseoacTBeHHas : MNB/05/263 2/[? number: /Homep . 1y Nggg846
JuneH3us Ne

Analysis performed according ND No. / Anaan3s nposeaen no HI Ne: TI N008846-020222 (amend Ne 1 from 27.09.2023/ uzm.

Ne 1 or 27.09.2023)

Page3 of 6/ Crp.3u3 6

[MutodenoHa
FUAPOXIIOPHLL

dissolved in 30 minutes. / He menee 75 % (Q) ot
HOMHWHAJBEHOTO cofepKaHus nurodeHoHa
rHAPOXJIOpHAA (C22HasNO4-HCl) JIOJKHO
pacTBOpHUThCS 3a 30 MHH.

6 Related substances /

PoacrBennsnie npumecu

Any single impurity /
JIrobas eamHuUYHAs
npumMech

Below BDL (BDL= 6997) / Huxe nmopora
peructpaumu (TTP =6997)

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

Total impurities /
CymMa npumeceit

Below BDL / Huxe nopora peructpanun

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

7 | Microbial purity* / MuxpofHojornyeckaa yucrora*

a) Total aerobic
microbial count /
OO1Luee yucno
a3pOOHBIX
MUKpPOOPTraHU3MOB

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

Not more than 10 CFU/g/
He 6onee 103 KOE/r

b) Total combined
yeasts and mould
count / ObLiee uucio
IPOMOKEBBIX U
TUIECHEBEBIX TPUOOB

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/T

Remarks : The Product confirms to ND /
Ilpumeuanne: [Tpoxyxr cooTBercTByeT Tpeboanusam HJT

Conclusion : APPROVED /
3axnouenune: OJJOBPEHO

Prepared by /
IMoarororneno: Santosh Ku_
Maurya (

Checked by /
K IpoBepeno: Pardeep Kumar

e _;1L/’__
At =

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBonutens

Amit Kumar /S(: e
i /

Reprint Date /
JHara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

Reprint Date / 2
Jlara: 29.09.2024

Emaii: mehidireddys.com

507




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

D1 Reddy's Laboratories Ltd.
Cormuiation Unit-6

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

-

+91 898166 56001-02

Product : Novigan, film-coated tablets
MpoayicT: Hopuran™, Taduierkn, NOKpbIThIE IJIEHOUHOI 06010uK0ii

Market / Poinox

: Russia / Poccus

Batch No./ . Batch Quantity / 1200000 tab /
Cepus N s Pasmep cepun 1200000 Tabd
Analytical Repo“rt No./ . 890001764559 Date of Analysis / . 20/09/2024
AHanuTHyeckHii oTueT No JaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npou3BoCTBa Toxen go

Mfg. License No. / .

TpousBoiCcTBEHHAS : MNB/05/263 1;,4; number: /Homep . 1y Ngogs46
Junen3us Ne

Analysis performed according ND No. / Anaan3s nposeaen no HJ Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ usm.

Ne 1 o1 27.09.2023)

Page 4 of 6/ Crp. 4 m3 6

¢) E. coli

Absentin 1g/
OrcyrcrByer B 1r

Shall be absent in 1g/
JlOJKHBI OTCYTCTBOBaTE B 1 T

8 Uniformity of dosage units of / OAHOPOAHOCTE A03UPOBAHUS

/ DeHNUBEPHUHUS
6pomun

Tbuprofen / 2.2 Acceptance value {AV) should be not more than

Ubynpoden 15.0. / TToka3zatens npuemaeMocty (AV) HoinkeH
ObITh He 6oJiee 15,0

Pitofenone 3.5 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / IToxazaTens npremneMocTH (AV) monxkeH

IutodeHoHa 6bITh He Honee 15,0

THAPOXJIOPUT

Fenpiverinium bromide 3.8 Acceptance value (AV) should be not more than

15.0. / Iokazarens npuemyieMoctd (AV) nomkeH
ObITh He 6onee 15,0

9 | Assay/KoanuecTBeHHOe onpeaeieHue

Ibuprofen / 401.6 mg/401.6 mr From 384.0 to 416.0 mg of Ci3H;30, (ibuprofen)
Hb6ynpoden per tablet. /
Ot 384,0 no 416,0 mr C3H;30- (ubynpoden) B
Tabnerke.
Pitofenone 5.086 mg/ 5.086 mr From 4.5 to 5.5 mg of C-2H>sNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
ITutodeHona Ot 4,5 10 5,5 mr C2»HasNO4-HCI (nmurodeHona
THOPOXIOPUIT TUapoxJIopua) B TableTke.

Remarks : The Product confirms to ND /
IMpumeyanne: IIpoaykt cootBeTcTBYET Tpeboanuam HL

Conclusion : APPROVED /
3axnovenue: OJJOBPEHO

Prepared by /
IMoarotosneHo: Santosh Kumar
Maurya

Checked by /
Iposepeno: Pardeep Kumar

[ —

Approved by: Manager / Executive /
Ono6peHo: Meunemxkep / Pykoronutens
Amit Kumar R

—

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

Pegisterad Gitice: §-2-227,

fal: G2 AT EG00 2660, |

ills, Myderabad - 500034, Telancana, Indig
ail:

main@drreddva.com




Dr.Reddy’s Q

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

Vill. Khol, Nalagarh Road, Baddi,
Sisit. Solan, H.P., 173 205, IiNDIA
Tel : +91 98156 56001-02
wwyw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product :ﬁ)vigan, film-coated tablets

MpoaykT: Hosuran®, Ta6jaeTKH, NOKPLIThIe NAEHOYHOH 000J09KOi

Market / PpiHok : Russia / Poccust

Batch No. / _ Batch Quantity / 1200000 tab /
Cepus N Y0150 Pasmep cepun * 1200000 Tab
Analytical Repovrt No./ . 890001764559 Date of Analysis / . 20/09/2024

| AHAMTHYECKU I OTYeT N Jara anaauza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
|daTa npoussoacrea I'onen po

Mfg. License No./ ]

IlpouseoacTBeHHAS : MNB/05/263 11\;[? number: /Homep . 1y Ngog846
JuneH3ua Ne

Ne 1 ot 27.09.2023)

Analysis performed according ND No. / Anaans nposeaes no HJ| Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ n3m.

PageS50f 6/ Cip.513 6

Fenpiverinium
bromide /
DeHnmBEPUHHNSA
6pomun

0.1025 mg/0.1025 mr

From 0.09 to 0.11 mg of C2xH>BrN.O
(fenpiverinium bromide) per tablet.

Ot 0,09 no 0,11 mr Ca2Hz9BrN2O (dbennuepunus
GpomuI) B TabNETKE.

10 | Package/ YnakoBka

donery,
OPMEHTHPOBaHHBIM

10 tablets in a aluminum foil laminated with
oriented polyamide and polyviny! chloride /
aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / ITo 10
Tabnerok B Onucrep W3 aJIOMHHHUEBOM
JIaMUHUPOBaHHOM

MoJIHaMUaA0M

TIOJIHBUHHIIXJIOPHIOM/aTIFOMMHUEBOH
donsru. ITo 2 6ircrepa ¢ UHCTPYKUMEH TO
NPHUMEHEHUIO B Ma4Ky KapTOHHYIO.

10 tablets 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 Tabnerok B Gnucrep Hu3
TIOJIMBUHHIIXJIOPHITHOM TUIEHKH/aNIFOMHHHEBOM
donsru WM B GIHCTEp W3 ATIOMHHUEBOH (ONBTH,
JIaMMHHUPOBAHHOM OPUEHTHPOBAHHBIM MOJIMAMHUAOM
Y MOJMBUHUIXJIOPUAOM/ AIIOMHHKEBOH ¢onbru. [1o
1 unu 2 6aMcTepa C MHCTPYKUMEN 0 IPHMEHEHHIO
B Ma4Ky KapTOHHYIO.

11 | Labeling/
MapkHpOBKa

Complies as

prescribed

COOTBeTCTByeT TpCGOBaHHﬂM

According to ND /
B coorBeTcTBUM ¢ HJI

12 | Storage conditions /
XpaHeHue

At temperature below 25°C / IIpu Temnepatype He Bbiie 25 °C.

13 | Shelf life / Cpox
rOJHOCTH

5 years /'5 net

Remarks : The Product confirms to ND /

Ipumeuanue: [Tpoaykt cootBercTByeT Tpeboanusam HI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarotosneno: Santosh Kumar ITposepeno: Pardeep Kumar Onob6peHo: Menepkep / PykoBoaures
Maurya [ : Amit Kumar -

P = P
Reprint Date / Reprint Date / Reprint Date /  *
JHara: 29.09.2024 Jara: 29.09.2024 Jlara: 29.09.2024

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangans, India

an
33
Tob: +61 40 4960 2900, Fax: +51 40 4900 299¢, Email: maii@drreddys.com

CING L35125APE084PLCDNAR0Y

WAL O rrcd(i\/s.co m




Dr.Reddy’s Q‘:'

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

v drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Novigan, film-coated tablets
Ipoaykt: Hosuran®, Taéseriu, noKpbIThIe MIEHOYHOIi 06010uKOii

Market / PbiHoK : Russia/ Poccus

Batch No. / . Batch Quantity / . 1200000 tab /
Cepusa Ne | V2R01950 Pasmep cepuu 1200000 Ta6
Analytical Repovrt No./ . 890001764559 Date of Analysis / . 29/09/2024

| AHaauTHuecKHiH oTueT No Jara ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JlaTa npoM3BOACTBA T'ogen ao

Mfg. License No. /
IlponssoacTeeHHas
JuueH3us Ne

: MNB/05/263

MA number: / Homep
PY

: TIN008846

Ne 1 ot 27.09.2023)

Analysis performed according ND No. / Ananus nposeacn no HJL Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ usm.

Page 6 of 6/ CTp. 6 U3 6

*_ [IpoBOANTCS NPOH3BOAUTENCM NPH BLINYCKE NEPHOAHYECKH: Ans Kauoii 20-oii cepun win ne menee 1 pasa 8 roa. Ilokasaresns
MOZKeT OBITh He BKIIOYEH B cepTHHHKAT aHAIH32 GUPMBI
* _ Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent
from the Company's certificate of analysis.

API name / HaumeHoBaHue ADC:

Hbynpoden

dennuBeprHUs 6poMUL

Homep cepun cyberanumu
nponspoauTens [JID:

IMutodeHou
INN / MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number
! PIBM240101 PF/375 FA/213
Homep cepuu npou3BOAUTEIsS
ADC:
FP Manufacturer API Batch
pumbe) FERA00404 FENA04837 FENR04553

API Manufactured by & country
/
IIpounseoautenn A®C, crpana:

Solara Active Pharma
Sciences Limited, India /
Conapa OxtuB ®apma
CatieHncuz Jlumuren,
Uupus

R.L. Fine Chem Pvt. Ltd., India
/
P. JI. ®daiin Kewm IlBT. JITH.,
Hunus

R.L. Fine Chem Pvt. Ltd.,
India/

P. J1. ®aiiu Kewm IlsT. JITA.,
Hunus

Remarks : The Product confirms to ND /
Ilpumeuanue: [Iponykr cootBercTByeT Tpebosanuam HJL

Conclusion : APPROVED /
3akaodyenue: OJOBPEHO

Hara: 29.09.2024

Jara: 29.09.2024

JHara: 29.09.2024

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Santosh Kumar ITpoeepeHo: Pardeep Kumar Onobpeno: Menemyicep / P&coaonmenb
Maurya ) , Amit Kumar ~ s

Vﬁf—- Bﬁ/’: il
Reprint Date / Reprint Date / Reprint Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydarabad - 500034, Telanganas, Indiz
) r o) 3 1

ol
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