Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page 1 of 6/ Crp. 1 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxanu®, rabaerkil, NOKPHITHIE MAeH0YHOI 060/109K0ii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400010

Batch Quantity / O6bpeM napruy E 766.707 K g

040002387963

Analytical Report No / AHaquTHYecKH#H oTueT No :

Date of Analysis / Jlara ananusa: 17.01.2024

Date of Manufacture / J[lara npon3sogcrsa : 12/2023

Date of Expiry / Cpok roanocrs : 11/2028

|Analysis performed according ND / Anaans nposesen no HJI: 11 N011252/01-160123

No  |Test/ IToxazaTesb

Results/ Pe3ynnTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnetku
KancyynoBuRHOH (OpPMBI, NOKpBITEIC
IUIEHOYHOH 060JI0YKOH OpaHXKEBOro
I[BETA, C PUCKOH Ha OAHOH CTOPOHE;
Ha [ONEpPEe4YHOM pa3pe3e — sApo
6enoro ypeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyJIoBHAHONH  (OPMBI,  IOKPBITHIE
[UIEHOYHOM  00ONOYKOH  OpaHXXeBOro
[BeTa, C PHUCKOW HAa OJHOH CTOPOHE; Ha
fIOTIepeYHoM paspese — sapo 6enoro wiM
MoYTH 6eNoro nBeTa.

2 |Identification /
IToanuHHOCTH

Complies as prescribed/
CooTBeTcTBYyET

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) /
BpemeHa ynep:KHBaHHUs OCHOBHBIX [THKOB
HA  XpOMATOTpaMme HCHIBITYEMOro
pacrBopa  JOIDKHBL ~ COOTBETCTBOBAThH
BpEMEHaM  YAEpXHBaHUSI IHKOB HA
XpoMaTorpaMMe pacTBOpa CTaHJapTHEIX
o6pasuos HOynmpoeHa M TNapaleramona
(paszen «KonuuecrBeHHOE
ONpENEIEHHER)

TabneTok

3 |Average tablets weight
Cpennasas Macca

970.4 mg/970.4 Mr

From 9409 mg to 9991 mg
(970.0 mg + 3.0 %) /
Ot 940,9 Mr o

(970,0 Mmr £ 3,0 %)

999,1 MI

Remarks : The Product conforms to ND/
IIpameyanne: [Ipoaykr cooTBeTcTBYET TpeGoBdnmsam HII | 32

Opinion : APPROVED

kiouenne: OJIOBPEHO

Hara: 17.01.2024

Prepared by / _ Checked by / Approved by: Manager/Execytive/
[ToarorosneHo: & [lpoeepeno: Pravesh Rana Onobpeno: Menemkep / P)ﬁc;ao- HTCHh

|| Ankit ' Abhishek Chauhan o
Reprint Date:. Reprint Date: Reprint Date: .

Hara: 17.01.2024

JHara: 17.01.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIV3A

Page2 of 6/ C1p.2 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, TabaeTkn, NOKPbITHIE INIEHOYHOH 060104Koii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400010

Batch Quantity / O6nem maprau : 766.707 Kg

040002387963

Analytical Report No / Ananurugecknii order Ne :

Date of Analysis / [lata asann3a: 17.01.2024

Date of Manufacture / JlaTa npousBoactsa : 12/2023

Date of Expiry / Cpox roguocru : 11/2028

Analysis performed according ND / Ananuns nposesen no HA: IIN011252/01-160123

4 |Disintegration /
PacnapgaemocTthb

08 min 10 sec/ 08 muu 10 cex

Not more than 30 min /
He 6ornee 30 MuH

5 |Dissolution /
PacTBoOpeHIie

96% To 100 %

97 % to 102 %

Not less than 70% (Q) of Ci3H ;30
(Ibuprofen) after 30 min /

He wmenmee 70 % (Q)
(ubympoder) uepes 30 MUH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napauetamonn) yepes 30 MuUH

Ci3H 150,

CHoNO;

Remarks : The Product conforms to ND/
Hpumeyanne: [Tpoaykr coorBerctByeT Tpebgpanmsm HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / /L/ Approved by: Manager/Executive/
[MoaroTosneHo: ZA/ IMposepeno: Pravesh Rana Ono6peno: Menemxep / Pym?ao,mrr‘enb
Ankit Abhishek Chauhan o
Reprint Date:. Reprint Date: Reprint Date: D

Hara: 17.01.2024 Hara: 17.01.2024 - Hara: 17.01.2024




Dr. Reddy’s.‘;’.

CERTIFICATE OF ANALYSIS

vis Laharatories ivd,

CEPTHOUKAT AHAJIU3IA

Page30f6/Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yicnua®, TabnaeTkH, NOKPLITLIE MIEHO4HOolH 060104Koii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400010

Batch Quantity / O6sem naprau : 766.707 Kg

040002387963

Analytical Report No / AnannTaieckuii oruer Ne :

Date of Analysis / JlaTa ananusa: 17.01.2024

Date of Manufacture / Jlata npoussoacraea : 12/2023

Date of Expiry / Cpok roasoeru : 11/2028

Analysis performed according ND / Anann3 nposenen no H/L: I1 N011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

Ipumeuanue: [Ipoaykr coorsercTByeT Tpebopanmam HJI

PoacTeeHHbIE IPUMECH 0.0003% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHOdeHoN (MPUMECH NapaleTaMona)
- »e 6onee 0,005 %
Method 2 / MeTton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JhioBas eIMHUYHAas OpUMech
(u6ynpodiena WIM mapaueramona) - He
tonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
- He Oonee 0,7 %
9 ['Water/ Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axurouenue: QIOBPEHO

Jara: 17.01.2024

Hara: 17.01.2024 -

Prepared by / Checked by / Approved by: Manager/Execufive/
[ToaroToBeHo: & [TpoeepeHo: Pravesh Rana Ono6peno: Menemxep / Py'xng‘n/nn';rnb
Ankit Abhishek Chauhan ¢~ »
Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.01.2024
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sddy's Laboratsries g4,

n Unit=6

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHATHA3A

Paged of 6/ CTp. 4 w3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKaua®, TaGIeTkH, MOKPHITHIE IIeHO4YHOI 060104K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400010

Batch Quantity / O6bem naptui : 766.707 K g

040002387963

Analytical Report No / Ananutideckuii oTdeT Ne

Date of Analysis / lata anamuza: 17.01.2024

Date of Manufacture / JIara npouzpojcrea : 12/2023

Date of Expiry / Cpok roHOCTH : 112028

|Analysis performed according ND / Ananns nposegen mo HJI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnnopoaHoCTh Acceptance value (AV) should be not

JIO3UPOBaHUA 1.3 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazartens mpuemneMocTH (AV) nosokex
65ITh He Gonee 15,0

- Paracetamol/ 1.3 Acceptance value (AV) should be not

mapaueTamost more than 15.0 /
INokazatens npuemneMoctu (AV) fosmken
651TE He Oonee 15,0

11 |Microbiological purity /

Mukpobuosnoruyeckas

yuctoTa*

a) Total aerobic NA Not more than 1000 CFU/g /

microbial count / He 60nee 1000 KOE/r

O6miee 4ucio

a3pOoOHBIX

MHKPOOPraHH3MOB

b) Total combined Not more than 100 CFU/g /

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1ee yucno

LPOXOKEBBIX U

IJIECHEBBIX IpHOOB

c) E. coli NA Shall be absent in lg / OtcyrcTBHe B

Ir

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponyxr coorBeTcTBYeT TpebpBanuaM HJI

Opinion : APPROVED
3akmoyenune: OJOBPEHO

Hata: 17.01.2024

Hara: 17.01.2024 -~

Prepared by / Checked by / _ Approved by: Manager/Executive/
IToarotoBneHo: ﬂ IIpoeepeno: Prdvesh Rana Onobpeno: Menepkep / Pykasogntens
Ankit Abhishek Chauhan = ,,/rﬂ
Reprint Date:. Reprint Date: Reprint Date:

JHata: 17.01.2024

Bepinterarl Oific
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Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Page 50f 6/ CTp. S u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Tabrern, TOKPHIThIe II1eH0Y Hoit 0001049K0il,

400 mr + 325 Mr

Batch No / Cepus Ne : V2400010

Batch Quantity / OGbem napran : 766.707 Kg

040002387963

Analytical Report No / AnanuTHuecKuii oT4eT No ¢

Date of Analysis / laTa ananuza: 17.01.2024

Date of Manufacture / Jlata npoussoacrsa : 12/2023

Date of Expiry / Cpok FrogHOCTH : 11/2028

Analysis performed according ND / Avwanus nposened o HJI: 11 N011252/01-160123

12 |Assay/ 396.0 mg/396.0 Mr From 360.0 to 440.0 mg of Ci3HyiO:
KonuuectseHHOE (Tbuprofen) per tablet /
onpenieNeHne Or 360,0 mr no 440,0 mr C;3H;O;
(u6ynpoden) B Tabierke
320.48 mg / 320.48 Mr From 292.5 to 357.5 mg of CsHoNO,

(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHoNO:
(napatieramosn) B TabneTke

13 | Package JYnakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6mucrep. Ilo 1
Gnuctepy B Ma4Ky KapTOHHYIO
BMECTE ¢  HHCTpyKIMEH  Io
NPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Ta6nerok B IIBX/Al
6muctep. [To 1, 2 umu 20 6aucTepoB B
na4Ky KAPTOHHYO BMECTE (v
MHCTpYKUMEH 110 MPUMEHCHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B cootserctauu ¢ HIL.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne Tlpn Temnepatype e Bbine 25 °C.
16 | Shelflife / Cpok 5 years / 5 net
rofHOCTH

* 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 certifi

cate of analysis. / [TpoBoAUTCA NPOM3BOAUTENEM [IPH

BBITYCKE MEPUOJHYCCKH: I KawAOH 20-0# cepuu WM He MeHee 1 pasa B roji. Iokazarens MOXKeT ObITh
HE BKIIIOYEH B cepTUHHKAT aHanu3a GUPMBL

[Remarks : The Product conforms to ND/
Iipumesanme: TIpoayKT COOTBETCTBYET TpedPBanam HII

Opinion : APPROVED
3axnrouenune: OJNOBPEHO

Hata: 17.01.2024

Iara: 17.01.2024 ~

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBsiieHo: ﬂ Ipoeepeno: Pravesh Rana Onobpeno: Menemxep / PykgBoaAHTEE
Ankit Ab]:ushek Chauhan s __,.../l'?TE
Reprint Date:. Reprint Date: Reprint Date:

JHara: 17.01.2024




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Y

Page 6 of 6/ Cp. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkauu®, TabeTKH, NOKPBITHIE IIEHOYHOH 000J04K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400010

Batch Quantity / O6bem mapTuu : 766.707 K g

040002387963

Analytical Report No / Ananutnyeckuii order No :

Date of Analysis / [IaTa ananuza: 17.01.2024

Date of Manufacture / JlaTta npoussoxcrsa : 12/2023

Date of Expiry / Cpok rogHoctu : 11/2028

Analysis performed according ND / Ananu3 nposenen mo HJI: [T N011252/01-160123

API name (INN) /
Hanmenopanue AOC (MHH):

Tbuprofen / U6ynpoden

Paracetamol / ITapanietamon

API manufacturer batch number /

Homep cepnn npoH3BOAHTE IS PIBM230386, PIBM230402 0925/23-24
ADC:

FP Manufacturer API Batch

i FEQA00538, FEQA00581 FEQA00600

Homep cepunt cy6cTaHIHA
npousponnTeas I'JID:

API Manufactured by & country /
TIpoussoputens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa SxTHuB
®apma Caiiencns Jlumuren,

HUunous

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpuina
®apmacbiotkanc Jta., Uaaus

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt cootBeTcTBYET TpebpBaHUAM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / : Checked by / aé Approved by: Manager/Executive/
Ioarorosnexo: & ITposepeno: Pravesh Rana Ono6peno: Menemxkep / %‘cﬁn b
Ankit . Abhishek Chauhan _—
Reprint Date:. Reprint Date: Reprint Date:

Hata: 17.01.2024 Jara: 17.01.2024 MHara: 17.01.2024




