Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabieTkn, NOKPLITbIE NIEHOMHOI 000104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2201880

Batch

Quantity / O6nem napruu : 776.0Kg |

040001639765,890001614898

Analytical Report No / Anasurudeckuii oruer No :

Date of Analysis / Jlata ananu3za: 16.09.2022

Date of Manufacture / /lata nponssoacrsa : Aug-2022

Date of Expiry / Cpok rognoctw :July-2027 |

Analysis performed according ND / Ananus nposeaen no HJI: [1 NO11252/01-110717 (amend Ne 1 from
106.09.2018. amend No 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S

; Test
No

Result

Specification

1 |Description / OnucaHue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn KancynoBuaHoM
thopmel, NOKPbITblEe
MIAEHOYHON ocbonoykom
OpaHXeBoro LBeTa, C PUCKoi
Ha oAHOW CcTOpoHe; Ha

nonepeyYHom paspese — s4po
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /[ TabneTtku KancymoBuaHow
bopMbl,  MOKPbITBIE  MAEHOYHO
obonoykon opaHXeBoro LuseTa, C
pUCKOM Ha OOHON CTOPOHE; Ha
norepevyHoM  paspese 2 lafele)
Benoro unu noytn 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeyanmue: [Mpoaykr COOTBETCTBYET TpebosaHusam HJJ

Opinion : APPROVED
3aknouenue: ONIOBPEHO

Jara: 16.09.2022

Hata:16.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[MToaroroeneno: IIposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit @ PykoBoautens : Amit Kumar
- Ql ;‘__./ \_x _-./-\,\:'/'
Print Date: Print Date: Print Date:

Hata.16.09.2022
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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

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHD®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

NOykaun®, TabneTku, NOKPbITHIE IJ1€HOYHOIT 060104K0i1, 400Mr + 325Mmr

Batch No / Cepus Ne : V2201880 Batch Quantity / O6vem naprun : 776.0Kg

040001639765,890001614898

Analytical Report No / AvajsuTn4ecknii otuer Ne : Date of Analysis / laTa ananu3za: 16.09.2022

Date of Manufacture / Jlata npouseoacrsa : Aug-2022 |Date of Expiry / Cpoxk rognoctn :July-2027

Analysis performed according ND / Amanu3 nposemen no H: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNognuHHOCTL B cootBeTCTBUU C
onncaHuem

The retention time 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 ypepxuBaHusi OCHOBHBLIX
nuKoB Ha XpomaTorpamme
MCNBITYEMOro  pacTeopa  OOIKHbI
COOTBETCTBOBATL BpemMeHam
YAEpXKUBaHNS NMUKoB Ha
Xpomarorpamme pacTteopa
CTaHOapTHBIX obpasyoB
nbynpocdbeHa U1  napauetamona
(paspen «KonuuecteeHHoe
onpegeneHuen)

3 |Average weight and 967.3 mg
mass uniformity /
CpepHsas macca v
OAHOPOAHOCTL MO
mMacce

Complies /cooTBeTCcTBUM C

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Or 9409 wmr pgo 999,11 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBercTBYeT TpeboBanHusm HJJ

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotrosneHo: [Iposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit /f\ CL/ PykoBonuten Kkmit Kumar
/ ” / < N
iy [
Print Date: Print Date: Print Date:
Hara: 16.09.2022 Hata:16.09.2022 Hara.16.09.2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.direddys.com

CEPTHOUKAT AHAJM3A

‘Product: Ibuclin, film-coated tablets 400 mg + 325 mg

Hoyrkanu®, TadneTky, NOKpbITHIE NUIEHOYHOIT 000M0uK0il, 400Mr + 325Mmr

Batch No / Cepust Ne : V2201880

Batch Quantity / O6nem naprTum : 776—.E)Kg_

Analytical Report No / Anaauruueckuii oryer No :
040001639765,890001614898

Date of Analysis / JlaTa ananuza: 16.09.2022

Date of Manufacture / laTta npoussoacrsa : Aug-2022

Date of Expiry / Cpok rogsoctn :July-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: TT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 113m. Ne 2 ot 23.09.2019)

4 |Disintegration / 08 minutes 21 seconds

PacnapaemocTb

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution / 97% - 101%

PacTteopeHune

97% - 99%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /
He wmernee 70 % (Q)
(nbynpodeH) yepez 30 MuH

C13H 1502

NLT 70% Q) CsHgNO,
(Paracetamol) dissolved in 30
minutes /

He meree 70 % (Q) CgHgNO,

(napaueTamon) Yyepes 30 MuH

6 |Related substances / 0.03%

PogcTBeHHbIe npumecH

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumecs
napauetamona) — He 6onee 0,005%

7 |Water/Bopa 1.6%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponyxr coorBercTByeT TpeGoBanmsam HJL

Opinion : APPROVED
3axmwuyenue: OJJOBPEHO

Prepared by / Checked by /
ITonrorornexo: I1posepeHo: Pardeep Kumar
Ankit

-

¢

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pyxosoautens :Amit Kumar
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Print Date:
HaTta:16.09.2022

Print Date:
Hara: 16.09.2022

Print Date:
Hara.16.09.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

Hoykaun®, TabreTku, 10KpbITHIE NICHOYHOI o6onoukoii, 400mr + 325mr

Batch No / Cepus No : V2201880

Batch Quantity / O6vem napTun : 776.(@ i

040001639765,890001614898

_Analytical Report No / Ananutuaeckuii oruet No :

Date of Analysis / laTa ananmnsa: 16.09.2022

Date of Manufacture / Jlata npoussoactea : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananus NPOBeJieH No
06.09.2018, amend Ne 2 from 23.09.2019/ nzm. Ne

HJ: [TNO011252/01-110717 (amend Ne 1 from
1 or 06.09.2018, u3m. Ne 2 ot 23,09.2019)

*8 |Microbial limits /
Muvikpobuonoruyeckas
yncToTa

a) Total aerobic
microbial count /
Obuwee yncno
a3pobHbIX
MUKPOOPraHu3moB

b) Total combined
yeasts and mould
count / Obwee uncno
ODOMNOKEBBIX Y
nnecHesbIX rpubos

c) E. coli

10 CFU/g / 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent / OtcyTcTteyer

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTcTBNe B
ir

Remarks : The Product conforms to ND/
[pumeyanmne: [Mpoaykr CooTBeTCTBYET Tpeboranmsam HJ{

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by /
IMTonrorosnexo:

Checked by /
[Iposepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBoaurens :Amit Kumar

1_\..,;\};_,_,

Ankit @
Print Date:

Hara: 16.09.2022

Print Date:
Hata:16.09.2022

Print Date:
Hata.16.09.2022
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CERTIFICATE OF ANALYSIS

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

CEPTHUDHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauH®, TabneTKH, HOKPLITLIE MIEHOUHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2201880

Batch Quantity / O6bem naprun : 776.0Kg_

Analytical Report No / Anaautny
040001639765,890001614898

ecKHUil oryer No : Date

of Analysis / J/lata ananu3sa: 16.09.2022

Date of Manufacture / lata nponssoacrsa : Aug-2022

Date

of Expiry / Cpox roanoctn :July-2027

Analysis performed according ND / Ananus nposeaen mo HJI: TT N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OBHOPOLHOCTL 1.6 lNokazatens npuemnemoctu (AV)
003MpOoBaHNs JomkeH ObiTe He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MNokasatens npuemnemoctu (AV)
napauetamon JorpkeH ObiTb He Bonee 15,0.
10 |Assay/ 395.3 mg 360 to 440 mg of Ci3Hi0;
KonnyecTtBeHHoe (Ibuprofen) per tablet /
onpeaeneHne OT 360,0 mr oo 440,0 mr Cy3H150;
(néynpodbeHr) B TabneTke
321.50pmg
2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:»
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
[pumeuanue: [Tpoaykr coorBercTeyet TpeGopanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit _ PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 38166 56001-02
www.drreddys.com

CEPTHPHKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabneTkn, NOKPLITHIE MIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Na : V2201880

Batch Quantity / O6sem naprun : 776.0Kg

040001639765,890001614898

Analytical Report No / Ananurnyeckuii oruer Ne :

Date of Analysis / JIaTa ananuza: 16.09.2022

Date of Manufacture / [lata npoussogcrsa : Aug-2022

Date of Expiry / Cpok roanoctn :July-2027

Analysis performed according ND / Ananns nposeaen o H/: T1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzam. Ne 1 o1 06.09.201 8, 13M. Ne 2 o1 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TaBneTok
a carton. /o 10 Tabnetok  |B MBX/Al 6rucTep. Mo 1, 2 unu 20
B MBX/Al 6nuctep. Mo 1 BMCTEPOB B NaYKy KAPTOHHYIO
6rnvcTepy B nayky BMeCTe C UHCTpyKUMER no
KapTOHHYIO BMecTe ¢ MPUMEHEHUIO.

WHCTPYKUMeER no
NPYMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTeeTcTBIN C HO
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Mpu Temnepatype He Bbille 25 °C.

14 | Shelf life / Cpok 5years /5 net

roAHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoaykr coorsercTyer Tpeborauusm HJI | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneno: IIposepeno: Pardeep Kumar | Ono6peHo: Menenxep /
Ankit Pykooautens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 16.09.2022 Hara:16.09.2022 Harta.16.09.2022
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