Dr.Reddy’s Q::"

Dr. Reddy's Laboratories 4.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddy;
Distt. Solan, H.P,, 173 205, IND A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A -

Page10f6/Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg -
U6yxaMH®, Tab61eTKH, NOKPLITHIE IJIEHOYHOH 060.1'[0‘{](0]1, 400 mr + 325 mr

Batch No./ Cepus Ne : V2301144

Batch Quantity / O6bem napTuH : 719 6 Kg

040001926147

Analytical Report No / AnajquTH4eckuii oTyeT Ne :

Date of Analysis / JaTa anaau3a: 30.06.2023

Date of Manufacture / Jlata mpon3Bojgctea : Jun.2023

Date of Expiry / Cpok roguoct : May.2028

Analysis performed according ND / Anaun3 nposefen no HJI: TI N011252/01-160123

Ne Test / IlokazaTtennp

Results/ Pe3yabTaThl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KalCyNnOBHIHOM (OPMBI, NOKPHITHIE
TJIEHOYHOH 060J104KOH OpaHXEBOro
1[BETa, C PUCKOH Ha OIHOW CTOPOHE;
Ha TOIEepeYyHoM paspese — SApo
Henoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Ta6nerku
KarcyJOBMOHOH  GOPMEI, TIOKPBITBIE
IJIEHOUHOM  0OONOYKOH  OPaHKEBOro

[[BeTa, C PUCKO} Ha ONHOH CTOpOHE; Ha
NomepeyHoM paspese — sApo Oenoro uiu
rnoutu 6enoro 1BeTa.

2 |Identification /
IloaTMHHOCTE

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

Bpemena ynepXuBaHHs OCHOBHBIX ITUKOB
Ha  XpoMarorpamme HCIBITYEMOTO
pacTBOpa  JOJDKHBl ~ COOTBETCTBOBATbH
BpeMEHaM  YJCp)KUBaHHS [HKOB Ha
XpoMaTorpaMMe pacTBOpPa CTAHAAPTHBIX
obpasuoB uOynpodeHa ¥ napaueramosa

Jara: 30.06.2023

(pazpen «Konu4yecTBeHHOe
ONpeeNeHUE))
3 |Average tablets weight 977.1mg/977.1 Mmr From 9409 mg to 9991 mg
Cpenuss Macca ' " 1(970.0 mg £ 3.0 %) / )
TabyeTox Or 940,9 wMmr o 999,1 MT
' (970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Iponyxt coorsercTByeT TpeGopanusm HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[oarotoeneHo: Iposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoauTenb
Pardeep Kumar eﬁ_ QJ/PQ Ajay Sharma
Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

Jarta: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: £L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy’s Laboratories 4.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.P., 173 205, IND A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www. drreddys com
CEPTUDHKAT AHAJIM3A SR

Page20f6/ Crp.2 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NU6yKIuB®, Ta0J€TKH, NOKPLITHIE ILIEHOYHOH o6o10uKoii, 400 Mr + 325 mr

Batch No / Cepusi Ne :

V2301144

Batch Quantity / O6bem napruu : 719.6 Kg

040001926147

Analytical Report No / Ananurnyeckuii oTyer No :

Date of Analysis / laTa ananmusa: 30.06.2023

Date of Manufacture / Jlata nponssojacrea : Jun.2023

Date of Expiry / Cpok rogsoctn : May.2(028

Analysis performed according ND / Anaau3 nposeaen o HJ: [1N011252/01-160123

4 |Disintegration /
PacnagaemocThb

05 min 27 sec/ 05 muH 27 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

102 % To 104 %

99 % to 102 %

Not less than 70% (Q) of C;3Hi50;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(mapaueramon) yepe3 30 MuH

Ci3H1s0;

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 30.06.2023

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IlonrorosneHo: [Tposepeno: Himesh Kumar | Ono6peno: Menemkep / PykoBoaurens
Pardeep Kumar { T 1 =S Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hata: 30.06.2023

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 Q::"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [tqg.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad j,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg :
HUoyranH®, TableTKH, IOKPLITHIE IIeHOYHOMH 060J0uK0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301144

Batch Quantity / O6bem maptuu : 719.6 K

040001926147

Analytical Report No / AHanuTnyeckuii oTaer Ne :

Date of Analysis / lata anamm3a: 30.06.2023

Date of Manufacture / Jlara nponsBoacTsa : Jun.2023

Date of Expiry / Cpok rogaocts : May.2028

Analysis performed according ND / Auanns nposegen mo H/I: ITI N011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol  impurity)
PoJCTBEHHBIE IPUMECH 0.0003% - not more than 0.005 % /
Method 1 / Meron 1 4-amuHO(EHON (IPUMECH IApalIeTamora)
- He 6onee 0,005 %
Method 2 / Meron 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eUHHYHas OpUMeECh
(ubynpodeHa MM mapalleTamola) - He
6ouee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Mertop 2)
- He 6oiee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /

He 60nee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuyanne: [Tpoaykt coorBeTcTBYET TpeboBanuam HJT

Opinion : APPROVED
3axmiouenne: OJIOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

i

Checked by /
Hpoaepenc:[‘ Himesh Kumar

> =

.

Approved by: Manager/Executive/
Onobpeno: Merekep / PykoBoaurens
Ajay Sharma

Reprint Date:.
Hara: 30.06.2023

Reprint Date:
Hara: 30.06.2023

Reprint Date:
Jlara: 30.06.2023

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: L85195AP1984PLCOG4A507
www.drreddys.com




Dr.Reddy’s €6

Dr. Reddy's Laboratories g
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badqj,
Distt. Solan, H.P., 173 205, IND|a
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www. drreddys com

CEPTU®UKAT AHAJIU3A Wige e P

Page 4 of 6/ Crp.4u36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyxanu®, TabneTKH, NOKPHITHIE L1IEHOYHOH 060/109K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301144

Batch Quantity / O6bem napruu : 719.6 Kg

040001926147

Analytical Report No / Ananurudecknii orger Ne :

Date of Analysis / laTa ananau3a: 30.06.2023

Date of Manufacture / Jlata nponssoacrsa : Jun.2023

Date of Expiry / Cpok rognocTH : May.2028

Analysis performed according ND / Anasu3 npoBeaen nmo HJI: [1N011252/01-160123

10 |Uniformity of dosage

TICCHEBBIX PpH6OB

¢) E. coli

NA

units /
OmHOPOTHOCTE Acceptance value (AV) should be not
N O3HPOBAHUSA 1.5 more than 15.0 /
- Ibuprofen /uGynpoden INoxazarens npuemaemMoctd (AV) nomken
65ITH He 6onee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
napaueTamol more than 15.0 /
IToxazarens npuemieMocTd (A'V) nomkeH
OBITH He Hoiee 15,0
11 {Microbiological purity /
Mukpobuonorndyeckas
yuctoTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61ee yucino
a3pobHBIX
MHKpPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee yucno
JOPOXOKEBBIX U

Shall be absent in 1g / OrcyrctBre B
Ir

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Ilogrororneno: IIposepenq: Himesh Kumar Onobpeno: Menemkep / Pykosonurens
Pardeep Kumar c_—:j,___;: Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date: L

Jara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

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 {tqg.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Bad di,
Distt. Solan, H.P., 173 205, IND)A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A

Page50f6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyKRJIHH®), Tab/IeTKH, HOKPBITHIE MJIEHOYHO0M 060109K0i, 400 Mr + 325 Mr

Batch No / Cepusa Ne: V2301144

Batch Quantity / O6sem naprau : 719.6 Kg

040001926147

Analytical Report No / Ananurudyeckuii oruer Ne :

Date of Analysis / laTta ananunsa: 30.06.2023

Date of Manufacture / JlaTta mpoussoacrea : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Ananns npoeenes mo HJI: IT N011252/01-160123

12 |Assay/
KonuuecrBeHHoOE
onpeneneHune

400.3 mg /400.3 mMr

326.11 mg/326.11 mr

From 360.0 to 440.0 mg of C;3H;30;
(Ibuprofen) per tablet /

Ot 360,0 mr po 440,0 mr C;3H;30,
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /

Or 292,5 Mr nmo 357,5 mr CgHoNO;
(napaneramou) B TabneTke

13 | Package / Ynakxoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet
tabnerox B [IBX/Al 6nucrep. ITo 1
6mucrepy B Mauyky KapTOHHYIO
BMeCTe
NPHMEHEHHIO.

in a carton. / Ilo 10

C  HHCTpYKUMEH 1o

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/Al
6mucrep. Ilo 1, 2 unu 20 6mucTepos B
nayKky KapTOHHYIO BMECTE &
HHCTPYKIHeH M0 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetcTBuM ¢ H]I,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temmnepatype He Beiie 25 °C.
16 | Shelf life / Cpox S years / 5 ner
TOIHOCTH

* 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. / [IpoBoaUTCS NPOH3BOAMTENEM IIPH
BBIITYCKE NEPHONUYCCKHU: I KaxkaoH 20-oi cepum unm He MeHee 1 pa3a B rof. Ilokasatens MOXET OBITH
HE BKJIFOYEH B CEPTU(HKAT aHANH3a PUPMBI

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoayxr coorBercTBYeT TpeGoBanusam HJT

Opinion : APPROVED : -
3axmouenune: OJJOBPEHO

Prepared by /
IloaroToBneHo:
Pardeep Kumar

=l

—

Checked by /
[Iposepeno: Himesh Kumar

Approved by: Manager/Executive/
Onobpeno: Menexep / PykoBonurens
Ajay Sharma

Reprint Date:.
Hara: 30.06.2023

Reprint Date:
Hara: 30.06.2023

Reprint Date:
JHara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: LB5195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories |14

‘ Do

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi'
Distt. Solan, H.P., 173 205, INDz
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www drreddys.com
CEPTHOHKAT AHAJTHU3A e AR

Page 6 of 6/ Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykamn®, TabaeTKH, MOKPLIThLIE IJIEHOYHOH 060104K0i, 400 Mr + 325 mr -

Batch No / Cepus Ne : V2301144 Batch Quantity / O6bem naptun : 719.6 Kg
Analytical Report No / Ananmuruyeckuii oryer Ne : Date of Analysis / laTa aHaau3a: 30.06.2023
040001926147 -
Pate of Manufacture / JIara npoussoacrea : Jun.2023 |Date of Expiry / Cpok rogHocr : May.2 (028

Analysis performed according ND / Anasu3 nposenen mo HJI: 1T N011252/01-160123

['API name (INN) / -
Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon

API manufacturer batch number /
IIomep cepHH NPOH3BOIUTEIIST PIBM230101 1307/22-23
ADC:

FP Manufacturer API Batch
number /

Homep cepay cy6CTAHIEE FEQAO00185 FEQAO00188
npousBoauTes I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa Dxtus India / IIpu Kpuiina
IIpousBoaurens APC, crpana: ®apma Caitencus Jlumuren, ®apmackrotukanc Jita., Uaaus
Huapus
Remarks : The Product conforms to ND/ B Opinion : APPROVED
ITpumeuanne: [Tpoaykt cootBerctByeT Tpebosanusm HJI | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IlToaroToBieno: ITposepeno: Himesh Kumar Onobpeno: Menemkep / PykoBoaurens
Pardeep Kumar Z C}S* = Ajay Sharma
\
Reprint Date:. Reprint Date: Reprint Date:
Hata: 30.06.2023 Hara: 30.06.2023 Hata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




