Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIHN3A

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

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

Fl’roduci_:—Novigan, film-coated tablets

| Iponys<T: Hosrran®, tabaerkn, moKpHITLIC MICHOYUHOI 060104 K0k

Market / Puinok

: Russia / Poccus

Batch No./ L Batch Quantity / . 1200000 tab /
Cepua N t VAL Pa3mep cepuu 1200000 Ta6
Analytical Report No. / . 890001764558 Date of Analysis / . 29/09/2024
Ananariuecksil oruer No . S JlaTa aHaJIM3a

Date of Mangfacture/ . 09/2024 Date of Expiry / . 08/2029
Jlata npon3BogcTea Fogen g0

Mfg. License No. /

IpousBoACTBCHHASR : MNB/05/263 I}‘,’;‘f number: /Homep . 1y ngoggas
aunens Ha Ne

Ne 1 oT 27.09.2023)

Annlysis performed according ND No. / Asauns nposegeu 1o 1/ Ne: I1 N008846-020222 (amend Ne 1 from 27.09.2023/ m3m,

Page 1 of 6/ Crp. 1 n3 6

Ne

a | H6ynpoden

Test / [loxazarean Result / PesyabTaThi Specification / Hopma
1 | Description/ White round biconvex film-coated tablets | White round biconvex film-coated tablets debossed
OnucanHe debossed with NOVIGAN on one side. On | with NOVIGAN on one side. On a cross section
a cross section white core. / Kpyrneie | whitc to  off-white core. [/  Kpyrimie
NBOSKOBBIIIYKIbIE TAGNETKH, MOKPBITEIC | HBOAKOBBIMYKJILIE TabneTky, MOKPKITHIE
nnewoynoit ofonouxkoi Gemoro upera, C nneHouHo#  obosmoyxoit  Gemoro  uBeTa, ¢
trcHenneM NOVIGAN na ozwoii cropore. | TucHenuem NOVIGAN wHa oaHo# cropone. Ha
Ha nonmepeyHom paspese sagpo 6enoro | nomepeuHoM paspese sapo oT Genoro o noutw
usera. Genoro useTa.
2 | Identification / ITopnuHHOCTE
2 | Tbuprofen/ Complies as prescribed / CoorBeTcTBYET The relention 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 yoep»HBaHna OCHOBHOTO
NIfKa Ha XpoOMaTorpaMme HCIBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH YAEPKVBAHUA
OCHOBHOIO NMKZ Ha XpOMaTorpamme pacTBopa
cranpapTHoro ofpasua ubympodena (pazgen
«KonuuecTBeHHOE ONpeneeHHEN).

2 | Pitofenone
b | hydrochloride and

Complies as prescribed / CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of test solution should correspond to

Remarks : The Product confirms to ND /
Ipumecuanne: [lpoxyxT cooTrercTRYeT TpebGoBatnam HIL

Conclusion : APPROVED /
Zakatoyerne: OJOBPEHO

Prepared by /
TloarorosneHo: Santosh Kumar
Maurya

Checked by /
ITporepeno: Pardeep Kumar

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

Amit Kumar . e
M’——/

Reprint Date /
JHara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

Repistered Qfiic

B 93900 29

Tal

'

! No. 2, Banjara Hills, liyderabad - 508034, Telangana, India
F y, Ernail: maii@drreddy:.com




Dr.Reddy’s ‘%.‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Tpogyict: Hosuran®, tabaerin,

TMIOKPBITEIC NJIEHOYHOIT 0600uK0#

Market / Peinok

+ Russia / Poccus

Batch No. / ] Batch Quantity / 1200000 tzb /

Cepna Ne et Pasmep cepun " 1200000 Ta6 .
Analytical Repo“rt No./ . 890001764558 Date of Analysis / . 20/09/2024

Ananuruyecknii oryeT Ne |Hara anaxn3a

Date of Manufacture / . 09/2024 I?atc of Expiry/ . 08/2029

JlaTa npoH3BOACTEA I'open no

Mfg. License No. / )

IponssoacTBenHasn : MNB/05/263 I;I;? piniRergCtonsps. ) Tn N008846

JULICH3INS Ne

Analysis performed according ND No. / Anaai3 nposeaen no HI{ Ne: TT N008846-020222 (amend Ne 1 from 27.09.2023/ mant.

Ne 1 o1 27.09.2023)

Page 2 of 6/ Cip-2 13 6

fenpiverinium
bromide /
IuTodeHoHa
TMAPOXJIOPHI U
dbeHnHBEPHHHA
6pomun

the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution (section Assay) / Bpemena
yaepXUBanus OCHOBHBIX TTHKOB Ha
XpPOMAaTOrpaMMe HCILITYEMOro pacTBOPa JOMMHCHB
COOTBETCTBOBATE BpeMeHaM YAEDXKUBAHHS
OCHOBHBIX [HMKOB OHTOGEHOHa TMApOXJIopMAa H
¢eunuBepunua OpoMHIa Ha XpoMmaTorpamme
CTaHZApTHOro pacTBopa (pazmen
«KosMuecTBEHHOE OnpeneeHHe»)

3 | Average weight /
Cpeguaa macca
TalNneTKH

5677 mg/ 567.7 mr

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

4 | Disintegration/
PacnagaemocTs

05 min 03 sec / 05 muu 03 cex

Not more than 30 min / He 6onee 30 mun

5 | Dissolution / PacTBopeune

a) Ibuprofen /
Heynpoden

101 %, 102 %, 99 %, 99 %, 99 %, 101 %

Not less than 70 % (Q) of labeled amount of
ibuprofen (Ci3Hs0>) is dissolved in 30 minutes. /
He menee 70 % (Q) OT HOMUHANBHOTO CONEPMAHKS
n6ynpodena (Ci3H;302) nomxHo pacTBOPUTECS 3a
30 mua.

b) Pitofenone
hydrochloride /

101 %,98 %, 98 %, 99%, 100 %, 99 %

Not less than 75 % (Q) of the labeled amount of
pitofenone  hydrochloride  (C22HasNQ,-HCI)

Remarks : The Praduct confirms

toND /

Mpumenawmne: [poaykr coorpercrayer Tpebopannam HJI

Conclusion : APPROVED /
3aknwuenne: OIOBPEHO

Prepared by /

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Oaobpeno: Menemwiep / PYI{?’EE!}IHTCHB

[MoproToBseHo: Santosh }%nar
Maurya (. . v Amit Kumar .
Reprint Date / Reprint Date / Reprint Date /

JHara; 29.09.2024

Hata: 29.09.2024

JHara: 29.09.2024




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories |td,
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Dislt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56002-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Product : Novigan, film-coated tablets
[Mpoayt: Hosuran®, radiersin, noKpiThIC IAeHO4Y 0 0601049K0H

Market / Puinok

: Russia / Poccus

Batch No. / ; Batch Quantity / . 1200000 tab /

Cepust e L V240194 Pasmep cepnu ‘1200000 Tab |
Analytical Repovrt No./ . 890001764558 Date of Analysis / . 29/09/2024

Ananmrivyecknii otaer Ne __|daTa anaan3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa npon3BoacTEa I'onen 1o

Mfg. License No. / .

Tlpon3BoaCcTBEHHAS : MNB/05/263 ?,’;) number: / Homep . 1y npoggd6

aunenssa Ne

Analysis performed according ND No. / Auanns nposeact no [/ Ne: [1 N008846-020222 (amend Ne 1 from 27.09.2023/ nam.

No 1 or 27.09.2023)
Page3 of 6/ Crp.3u3 6
ITurodeHona dissolved in 30 minutes. / He menee 75 % (Q) ot
PRIOPOXNOPUR HOMHWHATBEHOTO COZlepKaHHUs nurtoderona
FMApOXJIOpUIA (C2aH2sNO4HCI) DQTHKHO

pacTBopHTbCA 33 30 MUH.

6 | Related substances / PogcTBennnie npumecH

TMpHMECH

Any single impurity /
Jlrobaa equuuuHas

Below BDL (BDL= 6997) / Huxe nopora
peructpauuu (ITIP =6997)

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

Total impurities /
Cymma npumeceit

Below BDL / Hixxe nopora peructpaunu

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

7 | Microbial purity* / Mnkpo6noaoruyeckas yucrora*

a) Total acrobic

Less than 100 CFU/g/

Not more than 10° CFU/g/

yeasts and mould

ZPOXOKEBEIX U

count / Obiee yncno

IUIECHEBBIX IpHOOB

Meuee 50 KOE/r

microbial count / Menee 100 KOE/r He 6onee 10° KOE/r
O6wee uncno

a’po6HBIX

MHKPOODPFraHH3MOB

b) Total combined Less than 50 CFU/g / Not more than 10° CFU/g /

He 6onice 10° KOE/r

Remarks @ The Mroduct confirms to ND /
IIpumeyanne: Ilpoaykt cooTercTByeT Tpebopanuam HIL

Conclusion : APTROVED /
3akarwuenue: ONOBPEHO

Prepared by /

Maurya

Moarorosnedo: Santosh Kumar

Checked by /
Iposepeno; Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / Ryxosonurens
Amit Kumar :’__,/ >

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

Repistersi Office

Tal s

i- 500034, Telangana, Indio

, Ermaily inaii@ drreddys.com
CHBAS0T
3 COM




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Read, Baddi,

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

Product : Novigan, film-coated tablets
HNpoayict: Hoprran®, Tabnerky, NOKPLITHIE NIeHOYIOi 0601040

Market / Ppinok

: Russia / Poccus

Ilpou3BoacTEeHHan
JIHLCH3MA Ne

PY

Ne 1 ot 27.09.2023)

Batch No. / . Batch Quantity / . 1200000 tab /
Cepun Ne LI Pazmep cepau 1200000 tab
Analytical Repovrt No./ . 890001764558 Date of Analysis / . 20/09/2024
AnajguTHuyccKnii oryer Ne Jata ananuza | I i
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npou3BOACTBA lopen po
Mfg. License No. / .
: MNB/05/263 MA number: /Homep . 1 Ngog846

Analysis performed according ND No. / Anannz nporcacy no HA Ne: IT N008846-020222 (amend Ne 1 from 27.09.2023/ m3m. |

Page4of 6/ Crp.4n3 6

c) E. coli

Absentin lg/
OtcyrerByeT B Ir

Shall be absent in 1g /
JlomkHEl OTCYTCTBORATE B 1 T

8 | Uniformity of dosage units of / OgropoanocTh 403HPOBAHUS

/ ®eHnuBeprAUT
E6poMug

Tbuprofen / 24 Acceptance value (AV) should be not more than

H6ynpoden 15.0. / IlokazaTens npuemaemoct (AV) nomkex
6bITH He Gonee 15,0

Pitofenone 53 Acceptance value (AV) should be not more than

hydrochloride / 15.0./ Ioxazatens npuemaemoctu (AV) nomxex

Tutodesona 6biTh He Goulee 15,0

CHAPOXIOPHA

Fenpiverinium bromide 8.2 Acceptance value (AV) should be not more than

15.0. / TToxazarens npuemiueMoctH (AV) Domken
6bITh He Gonee 15,0

9 | Assay/ KoanuecrBeHHoe onpeaeeHne

Ibuprofen / 399.3 mg/399.3 Mr From 384.0 to 416.0 mg of Ci3H 302 (ibuprofen)
H6ynpodeH per tablet. /
Ot 384,0 5o 416,0 Mr Cj3H1302 (u6ynpocden) B
Tabaerke.
Pitofenone 5.075 mg/ 5.075 mr From 4.5 to 5.5 mg of C2aHasNO4-HCl (pitofenone
hydrochloride / hydrochloride) per tablet. /
[TutodeHona Ot 4,5 no 5,5 mr C22HasNOy-HCI (nuroderHoHa
THAPOXIIOPHI FMIPOXIOPKI) B TabneTKe.

Remarks : The Product confirms to ND /
Mpumeuanne: [IpoaykT cooTBeTcTBYET TpebGoraHuam HJL

Conclusion : APPROVED/
3auroyenne: OJIOBPEHO

Prepared by /

Maurya f

e

TTomrotobnieHo:; Santosh E’umar

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peHo: Meuemxep / PykoBoauTens

Amit Kumar s

Reprint Date /
Hara: 29.09.2024

Reprint Date /

Hara: 29.09.2024

Reprint Date / L

Hara: 29.09.2024

Qegistered (O




Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, I.P., 273 205, INDIA
Tel @491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

FProduct : Novigan, film-coated tablets
ponyser: Hosnran®, tabsierkn, noKpLITLIE NAeHOUROI 060a04Kod

Market / Pelniok

: Russia / Poccusa

Batch No. / ] Batch Quantity / . 1200000 tab /

Cepusn I F VEDIZE Pazmep cephi ° 1200000 Ta6

Analytical Report No. / . 890001764558 Date of Analysis / . 29/09/2024
Anannrinyeckuii oTyeT No Jara apanuza N
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

Hara npos3sojcTea T'oaen ao

Mfg. License No. / -

lpomsoncreennan : MNB/05/263 1:; Rt IomEp : T N008846

Juuenzsn Ne

e 1 ot 27.09.2023)

Analysis performed according ND No. / Anaans npoecaen no H/IL Ne: 11 N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

PapeSof 6/ Crp.5u3 6

Fenpiverinium
bromide /
DeuniBepruHUa
6pomMun

0.1020 mg / 0.1020 mr

From 0.09 to 0.11 mg of C:»HBrN»O
(fenpiverinium bromide) per tablet.

Ot 0,09 10 0,11 Mr C22HaoBrN-O (deHnusepunruns
6pomua) B TabneTke.

10 | Package/ ¥Ynakoska

10 tablets in a aluminum foil laminated with
oriented polyamide and polyvinyl chlonde /
aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / ITo 10
Tabnerok B OmucTep M3  AMOMHHHEBOI
thonery, JIAMHHMPOBAaHHOM
OPHEHTUPOBAHHBIM MOJIMaMHAOM "
MONYBHHHIIXIIOPHAOM/ATIOMHHHEBOH
¢oneru. Io 2 Gnuctepa ¢ MHCTPYKLHEH MO
TIPUMEHEHHIO B NNA4YKy KapTOHHYIO.

10 tablets in a polyvinyl chloride film/aluminum foil
blister or in a aluminum foil laminated with oriented
polyamide and polyviny! chloride / aluminum foil
blister. 1 or 2 blisters and patient information leaflet
in a carton pack. / ITo 10 Tabnerok B GavcTep M3
MOJNMBUHUAXJIOPHAHOH TUICHKW/ IO MUHUEBO
¢donern uM B Gouctep u3 amoMnHHeBOR QONBTH,
JIAMMHHPOBAHHOA OPHEHTHPOBAHHBIM MOJIMAMUAOM
H TOJHBHHHUIIXJIOpUAOM/anioMUHuesoit donsru. ITo
1 unu 2 Gamncrepa ¢ HHCTpYKUMEH N0 NPUMEHEHHIO
B 184Ky KapTOHHY!IO.

11 | Labeling /

Complies as prescribed /

According to ND /

Mapxuposka CootsercTByer TpeGoBaHHAM B coorserctauu ¢ HJT

12 | Storage conditions / At temperature below 25°C / Ilpu Temnepatype He Brime 25 °C. .
XpaHeuue

13 | Shelf life / Cpox 5 years / 5 ner
FULHOCTH

Remarks : The Product confirms to ND /
Ipumeuanne: [Iponyxr cooTeercTBYET TpeboBannam HII

Conclusion : APPROVED /
3axawuyenne: OJJOGPEHO

Prepared by /

Maurya

IToarotosseHo: Santosh Kumar

Oh

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Opabpeno: Menemxep / PykoBoamTens

Amit Kumar -

Reprint Date /
Hara: 29.09.2024

Reprint Date /

Hara: 29.09.2024

Reprint Date / |
Hara: 29.09.2024

Regisiered OfTice: 3

Tzl &1 10




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd.
Farmulation 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

CEPTUOHUKAT AHAJTU3A

Product : Novigan, film-coated tablets
Hpoayicr: HoBuran®, Tabaerici, nokpriThie mienounoii 060104 Koi

Market / PolHok

: Russia / Poccus

Jnuenzsm Ne

(Batch No. / : Batch Quantity / 1200000 tab /
Cepun NNz e e Pazmep cepun 1200000 Tab

Analytieal Repoﬂrt No./ + 890001764558 Date of Analysis / . 29/09/2024

AnannThueckuii oTyer No Harta amanmza Nyl
Date of I\lanufncture/ . 09/2024 Date of Expiry / . 08/2020

Hara nponssoacrsa Iogen a0

Mfg. License No. /

HpoussoicTBeHnasn : MNB/05/263 1]:;;& ERULHEC AL DRED : TIN008846

No 1 or 27.09.2023)

Analysis performed according ND No. / Anasis npeseacn no HJI Ne: [T N0O08846-020222 (amend Ne 1 from 27.09.2023/ nzm.

Page 6 of 6/ CTp. 6 13 6

*- [IpoBonTER NPONIBOAUTEEM NPH BLINYCKE MePHONHYECKH: ANs Kaxkaoli 20-0it cepin win He amenee 1 paza B roa. Ilokaszatens

MOXET OL1Th He BK/IOYEN B cePTHPHKAT aHAXHIA PUPMBI
* - 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.

Homep cepun cyGeTanuun
npoussoanTens IJIPD:

API name / nanmenoBanue APC: Hbynpoden ®ennuBepudnsa Spomun,
ITurodenon

INN/MHH: Ibuprofen Pitofenone Fenpiverinium bromide

API manufacturer batch number

e PIBM240101 PF/375 FA/213

Homep cepun npon3BoanTens

ADC:

FP Manufacturer API Batch

nEmbes FERA00404 FENA04837 FENR04553

API Manufactured by & country
!
ITponseoantesns APC, cTpana:

Solara Active Pharma
Sciences Limited, India
Conapa Jxrne ®apma
Caiteacus Jlumuren,
WUnaua

R.L. Fine Chem Pvt. Ltd., India
/
P. J1. ®aiiu Kem IIsT, JTA0.,
HUnpus

/

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

P. J1. ®aitu Kem [T, JITA.,
Hupus

Remarks ! Tho Produot oonfirms to ND
Ipumenanne: [pogykr cootsercrayeT TpeGopanuam H]I

Cumlusivn : ATTROVED /
3axuouenne: OJIOBPEHO

Prepared by /
IToarorosnexo: Santosh Kumar

Maurya @__

Checked by /

TIposepeno: Pardeep Kumar

Amit Kumar

Approved by: Manager / Executive /
Ono6peno: Meuemxkep / Pykosoaurens

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

Reprint Date /
Hata: 29.09.2024

A
¥

fiegistercd Cffice: £ 2 327, NMoad Ma.
Tl 40 ALG0 2800,
CIN: L3S 128

VLR

[ReH

ail: maii@drreddys.com
LC3D4E0?

/5.cam

Banjora Lilla, liyderabad 500034, Teiengana, India




