Soe
Dr.Reddy’s Qs

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

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

HNOoykauH®, TabneTKH, NOKPHITHIE ILIEHOYHOI 000104K0ii, 400Mr + 325Mr

Batch No / Cepua Ne : V2200399 Batch Quantity / O6bem maprun : 776.0Kg

040001538514, 890001578552

Analytical Report No / AHaauTHYecKH# oTueT No : Date of Analysis / Jlata ananu3za: 14.03.2022

Date of Manufacture / lata npousBoactBa : Feb-2022  |Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Anaau3 nposeaen nmo H/I: TI 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. Ne 2 ot 23.09.2019)

S. Test Result
No

Specification

1 |Description / OnucaHue |Capsule-like orange-coloured
film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KancynosuaHOM
dopmbl, MoKpbITble
NNEeHOoYHOMN obornoykoii
OpPaHXEBOroO LBETa, C PUCKOIA
Ha OOHOA CTOPOHE; Ha
rnonepevyHoMm paspese — S4po
H6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynosngHomn
hopmbl,  MOKPbITEIE  MIEHOYHON
000S104KON OpaHXeBOro LUBeTa, C
pUCKO Ha OAHOW CTOPOHE; Ha
nornepeyHom paspese -  SApPO
6enoro unu noytn 6enoro uBeTa

Remarks : The Product conforms to ND/
IIpumeqanne: [IpoaykT cooTBeTcTBYeT TpebopaHusaM HJT

Opinion : APPROVED
3axkmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeno:Naresh Kumar Onobpeno: Menemxep /
Ankit & @ PykoBoautens A
: Pavan Kumar Sharma _{5,.——
/4 > 4
Print Date: Print Date: Print Date:
Hara: 14.03.2022 Hata: 14.03.2022 Hara: 14.03.2022
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www.drreddys.com




Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIN3A

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

No6yxaun®, TabaeTKH, MOKPHITHIE MJIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200399 Batch Quantity / O6sem naprun : 776.0Kg

040001538514, 890001578552

Analytical Report No / AnaauTudeckuii oTuyer Ne ; Date of Analysis / JlaTa ananuza: 14.03.2022

Date of Manufacture / [lata npousBoactsa : Feb-2022 |Date of Expiry / Cpox rogaocrs :Jan-2027

Analysis performed according ND / Ananu3 nposenen mo HJ[: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, usm. No 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MopnnHHOCTL B cooTtBeTcTBUM 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 yaepxuBaHWsi OCHOBHbIX
NnKoB Ha xpomaTtorpamme
McneiTyemoro  pactesopa  AOSHKHbI
COOTBETCTBOBATL BpeMeHam
yaepXusaHus MUKOB Ha
Xpomartorpamme pacTtsopa
CTaHpapTHbIX obpasuos
nbynpocpeHa ¥  napaueTamona
(paspen «KornunyecTtBeHHoe
onpeaeneHner)

3 |Average weight and 968.8 mg
mass uniformity /
CpepHsia macca u
OfHOPOAHOCTL MO
Macce

940,9 mg to 9991 mg
(970,0 mg + 3,0 %) /

Or 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He 6onee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ilpumedanue: [IpoaykT cooTBeTcTBYeT TpeGoBanusam HJL

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHno: [Iposepeno:Naresh Kumar Omobpeno: Menemxep /
Ankit [ PykoBoamutens [}
é _ ﬁ{/ Pavan Kumar Sharma ;[; =
Print Date: Print Date: Print Date:
JlaTa: 14.03.2022 Hata: 14.03.2022 Hara: 14.03.2022
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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

www.drreddys.com

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabeTKH, NOKPbIThHIE IVIEHOYHOH 000104K0if, 400Mr + 325Mmr

Batch No / Cepus Ne : V2200399

Batch Quantity / O6bem naptun : 776.0Kg

040001538514, 890001578552

Analytical Report No / AHannTu4yecknii orger Ne :

Date of Analysis / laTta ananu3za: 14.03.2022

Date of Manufacture / J/lata npoussoacrsa : Feb-2022

Date of Expiry / Cpok roanoctn :Jan-2027

Analysis performed according ND / Ananu3 nposenen mo HJ/I: [I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 11 seconds

Not more than 30 minutes /
He bonee 30 MuH

5 |Dissolution /
PactBopeHne

98% - 113%

96% - 111%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CisH102
(nbynpodeH) yepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmerHee 70 % (Q) CsHoNO:
(napauetamon) 4Yepes 30 MUH

CeHoNO2
30

6 |Related substances /
PoacteeHHbIe npumMmecH

0.03%

0.0002%

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

7 |Water/ Boga

1.4 %

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3aknrouenue: OJOBPEHO

Prepared by /
[Toarorosieno:

Ankit
Z

Checked by /
[TpoBepeHo:Naresh Kumar

&

Approved by: Manager/Executive /

Onobpexo: MeHemxkep /

PykoBoautens &)

Pavan Kumar Sharma ~yﬂ
-

Print Date:
JHara: 14.03.2022

Print Date:
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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 : 491 98166 56001-02
www.drreddys.com

CEPTHO®HKAT AHAJTU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabaeTku, MOKPLIThIE NJIEHOYHOH 000109K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200399

Batch Quantity / O6bem napthu : 776.0Kg

Analytical Report No / AHanmuTuyecknii oryer Ne :
040001538514, 890001578552

Date of Analysis / [laTa ananauza: 14.03.2022

Date of Manufacture / lata npouszBoactsa : Feb-2022

Date of Expiry / Cpok roguocru :Jan-2027

Analysis performed according ND / Ananu3 npoeeaen nmo H/: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpo6Guonoruveckas
yucroTa

a) Total aerobic
microbial count /
O6uyee uncno
a3pobHbIX
MUWKPOOPraHu3moB

b) Total combined
yeasts and mould
count / O6Lee yncno
OPONOKEBBIX U
nnecHeBbIX rpnbos

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

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

Absent / OTcyTcTBYET

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 / OTcyTcTBUe B
1r

Remarks : The Product conforms to ND/
Ilpumeyanne: IIpoaykr coorBercTByeT TpeboBaHusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 14.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: [Iposepeno:Naresh Kumar Onobpeno: Menemxep /
Ankit Q PykoBoauTens s,
/A’ M Pavan Kumar Sharma ¢ J he
— -
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Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02

www.drreddys.com

CEPTUD®PUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UO6ykanH®, Tab/ieTKH, NOKPLIThIE MIEHOYHOI 0601049K0H, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200399

Batch Quantity / O6bem mapTun : 776.0Kg

Analytical Report No / Ananuta4ecknii order Ne :
040001538514, 890001578552

Date of Analysis / laTa ananusa: 14.03.2022

Date of Manufacture / lata npousoacrsa : Feb-2022

Date of Expiry / Cpok ropoctH :Jan-2027

Analysis performed according ND / Auanus nposeges mo H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3mM. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHOpoAHOCTb 1.8 MokasaTtenb npuemnemocTn (AV)
003UpoBaHus [orKeH 6bITb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 MokasaTens npuemnemocT (AV)
napaveTamorn JoImKeH ObITb He Bonee 15,0.
10 |Assay/ 398.2mg 360 to 440 mg of CizH102
KonnyecteseHHoe (Ibuprofen) per tablet /
onpenenexune Ot 360,0 mr go 440,0 mr C3Hs0:2
(néynpodreH) B TabneTke
321.37 mg 292.5 to 357.50 mg of CsHeNO:
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO;
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeuanue: [lpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[ToaroroBieHo:
Ankit

/_1 |

Checked by /

[Tporepeno:Naresh Kumar

3

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens P -
Pavan Kumar Sharma | ——

]

Print Date:
Jara: 14.03.2022

Print Date:

Hara: 14.03.2022

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 : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIN3A

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

NoyxkanH®, TabieTKH, NOKPbITHIE NJIEHOYHOH 000104K0i#, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200399

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AHasiuTH4eckuii oTgeT No :
040001538514, 890001578552

Date of Analysis / JlaTta anayimsa: 14.03.2022

Date of Manufacture / Jlata npousBoacta : Feb-2022

Date of Expiry / Cpox rogaoctu :Jan-2027

Analysis performed according ND / Ananu3 nposeaex mo HJ[: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a

a carton. /o 10 TabneTtok
B MBX/Al 6nucTep. Mo 1
onucTepy B navky
KapTOHHYIO BMECTE C
WHCTpYKUMenR no
NPUMEHEHUIO.

patient information leaflet in

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
BnNCTEPOB B NAYKY KAPTOHHYHO
BMECTE C UHCTPYKUMER no
NPUMEHEHMUIO.

12 | Labeling / Mapknpogka

According to ND / B cooteeTcTBUM ¢ H]]

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Mpn Temnepatype He Boiwe 25 °C.
14 | Shelf life / Cpox 5years /5 net
rogHoCcTU

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipoaykr coorBercTByeT TpeboaHusam HJ

Opinion : APPROVED
3akmawouenne: OJJOBPEHO

Hara: 14.03.2022

Hara: 14.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /

[loarorosneno: [Tpoepeno:Naresh Kumar Onobpeno: Menemxep /

Ankit \ 6/ PyxoBoautens 5 -
@ > Pavan Kumar Sharma ,‘- P s
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