Dr.Reddy’s ":’.

Batch No / Cepus Ne : V2101375

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykann®, TabiieTky, MOKPLIThIE NJEHOYHOM o060a04Ko#, 400mr + 325mr

890001544178, 890001543981

Analytical Report No / AHajuTHYecKuii oTyeT No :

Batch Quantity / O6bem naptuu :
776.000 Kg

Date of Manufacture / /lata nponsBoacTsa : Aug-2021

Date of Analysis / Jlata ananu3a: 13.09.2021

Date of Expiry /C—pox rogHoct : July-2026

Analysis performed according ND / Anann3 nposegen no HJI: 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, u3m. Ne 2 ot 23.09.2019)

Test

1 |Description / Onucanue

Result

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

on cross section- white core /
TabneTku KancyrnosuaHon
dhopmbl, NOKPbITbIE
MAeHoYHOoN obonoukown
OpaHXXeBoro UBeTa, C PUCKOMN
Ha OOHOM CTOpPOHe;, Ha
nornepeYHoM paspese — Agpo
Oenoro uBeTa

Specification

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkun KancynoBuaHoOM
dopMbI,  MOKPbITbIE  MIEHOYHOW
0BONOYKOI OpaHXeBoro LUBeTa, C
puckod Ha OOHOW CTOPOHE; Ha
nonepevyHom paspese Anpo
Henoro unu noytn 6enoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykt cooTBeTcTBYET TpeGoBanusaM HJI

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Hara: 13.09.2021

Hata: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenp
t _— Abhishek Chauhan& /{
Print Date: Print Date: Print Date:

Hara: 13.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2960, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Qe
Dr.Reddy’s ‘,‘.’

Batch No / Cepusa Ne : V2101375 :

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykiumu®, rabiaerkn, HUKPBITBIE 1LIEHOMHUI obovnoukoii, 400mr + 325mM1

Batch Quantity / O6bem naprtuu :
776.000 Kg

890001544178, 890001543981

Analytical Report No / AnannTtuvyeckuii oruer No :

Date of Analysis / laTta ananuza: 13.09.2021

Date of Manufacture / laTa nponsBoacTsa : Aug-2021

Date of Expiry / Cpok rognocts : July-2026

Analysis performed according ND / Anasmus nposegen mo H/I: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2 Identification /
[NoannHHOCTL

a) Complies as prescribed/
B cootBeTcTBUN C
onucaHuem

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 yaepxuBaHWs OCHOBHbIX
nuKos Ha XpomaTtorpamme
WCMbITYEMOrO  pacTBopa  LOJBKHbI
COOTBETCTBOBaTb BpEMeHaM
yaepKnBaHus Mukos Ha
Xpomarorpamme pacTeopa
CcTaHaapTHbIX obpasuos
wbynpodpeHa n  napaueTamona
(pa3pen «KonuuyecTseHHoe
onpeaeneHue»)

3 |Average weight and
mass uniformity /
CpepHssa macca n
OAHOPOAHOCTb MO
macce

969.4 mg

940,9 mg to
(970,0mg £ 3,0 %) /
Or 9409 wmr pgo
(970,0 mr £ 3,0 %)

999,1 mg

9991 wr

18/20 tablets — NMT £ 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cootBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmwouenne: OJIOBPEHO

Jara: 13.09.2021

Jara: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITpoBepeHo: OnobpeHo: Menemkep /
Pardeep Kumar Himesh Kumar Pykosourens
| Abhishek Chauhar |
Print Date: Print Date: Print Date:

Hata: 13.09.2021

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

CIN: 1.85195AP1984PLC004507

www.drreddys.com




L X
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

Analytical Report No / Asaaurndeckuii oruer Ne :
890001544178, 890001543981

Date of Manufacture / /lata npoussoactsa : Aug-2021

MOykanu®, TabiieTkH, MOKPLITHIE NJIEHOUHOH 000104K0i, 400Mr + 325Mr
Batch No / Cepus Ne : V2101375 Batch Quantity / O0bemM napTus :

776.000 Kg

Date of Analysis / JIaTta ananmza: 13.09.2021

Date of Expiry / Cpok rognoctu : July-2026

4 |Disintegration /
PacnapgaemocTtb

12 minute; 22 seconds

5 |Dissolution /
PacTtsopeHue

6 |Related substances /

PofcTBeHHbIE NpUMecH

Analysis performed according ND / Anaau3 nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

N_ot more than 30 minutes /
He 6onee 30 MmuH

96% - 102%

100% - 105%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodhen) uepes 30 muH

Ci3H1502

NLT 70% (Q) CeHaNO>
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO-

(napagetamon) 4epes 30 MuH

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodgpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (Npyumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.4 %

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoxykr cooTBercTByeT TpebGoBanusm HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 13.09.2021

Hara: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIpoBepeHo: OnoGpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens
P C)L{ | Abhishek Chauhan ZL {,
C){ = y 4
Print Date: Print Date: Print Date:

Hara: 13.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 46 4900 2960, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

l!wIGymmu@, 120,1€1KH, NOKPBITDIE MIEHOYHOM 000.104K0H, 400mr 1 325mr
{Batch No / Cepusi Ne : V2101375

Analytical Report No / AHaIMTHYeCKHUH oruer Ne :
890001544178, 890001543981

Date of Manufacture / JaTta leOPlSBO)lCTBa_: Aug-2021

8

Microbial limits /
Mukpobuonorundeckas
yucToTa

a) Total aerobic
microbial count /
O6Lee uucno
aspobHbIX
MUKpPOOPraHn3moB

b) Total combined
yeasts and mould
count / O6Lee yncno
OPONOKEBLIX U
nrecHesbIX rpnbos

c) E. coli

Batch Quantity / O0beM napTuu :
776.000 Kg

Date of Analysis / JlaTa anannsa: 13.09.2021

Date of Expiry / Cpok roanocty : July-2026

Analysis performed according ND / Auanu3s nposeaer no HJI: I1 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)

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

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

1r

Absent in 1g / OTcyTcTBYeT B

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/
IIpumeuanme: IIpoaykT cooTBeTcTByeT TpeboBanusm HJ{

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Hara: 13.09.2021

Jata: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosineHo: IIposepeHno: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTenb
p— Abhishek Chauhan
( C;k\/f’”“‘ i
— ‘._/
Print Date: Print Date: Print Date:

Hara: 13.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2960, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Qe
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

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

Uoyknnu®, TabaeTkn, NOKPbITHIE NIEHOUHON 000104K0#H, 400Mr + 325mMr

890001544178, 890001543981

Batch No / Cepusn Ne : V2101375 Batch Quantity / O6bem naprnm :
- 776.000 Kg
Analytical Report No / Ananutnyeckuii ordyer Ne : Date of Analysis / laTta anammsa: 13.09.2021

Date of Manufacture / laTta npousBojacTsa : Aug-2021 _ |Date of Expiry / Cpok rognoctu : July-2026

Analysis performed according ND / Anaans nposeaen no H: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Na 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage
units

/ OpHOPOAHOCTL 2.4
A03NpoBaHUS
Ibuprofen /
néynpodeH

Paracetamol / 2.0
napaueTamorn

10 |Assay / 390.5mg
KonwuyecTtBeHHoOe
onpeaenexue

325.30 mg

Acceptance value (AV) should be
not more than 15.0 /
Mokasatenb npuemnemocTyn (AV)
JormkeH ObiTb He Oonee 15,0.

Acceptance value (AV) should be
not more than 15.0 /
MokasaTens npuemnemoctu (AV)
pomkeH 6bITb He bonee 15,0.

360 to 440 mg of C13H1302
(Ibuprofen) per tablet /

OT 360,0 Mr go 440,0 mr C13H10:2
(nbynpodheH) B TabneTke

2925 to 357.50 mg of CgHoNO-
(Paracetamol) per tablet /

OT1 292,5 mr go 357,5 mr CgHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr cootercTByeT Tpebosanusm HJL | 3akmouenune: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
o Abhishek Chauhar

dﬁ—f C _ﬂ/’;‘ e
Print Date: Print Date: Print Date:
Hara: 13.09.2021 Hara: 13.09.2021 Hara: 13.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel; 91 40 4900 2960, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 my
U6ykinn®, TabaeTkH, NOKPHITHIE NIeHoYHOol 060.10uK0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101375 Batch Quantity / O6bemM mapruu :
776.000 Kg |
Analytical Report No / AnanuTnyecknii oruer No : Date of Analysis / JaTa ananusa: 13.09.2021

890001544178, 890001543981

Date of Manufacture / /lata nponssoacrea : Aug-2021 |Date of Expiry / Cpoxk roguocts : J uly-2026 '
Analysis performed according ND / Anaaus nposeaen no HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne | ot 06.09.201 8, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/Al blister. 1,2o0r
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TaBneTok
carton. /Mo 10 Tabnetok 8 |B MBX/Al 6nuctep. Mo 1, 2 unn 20
MNBX/Al 6nucTep. Mo 1 6nmcTepoB B Nayky KapTOHHYO
6nvcTepy B naudky BMECTE C UHCTpyKUMel no
KapTOHHYO BMecTe C NPUMEHEHWIO.

WHCTPYyKUWEen no
NPUMEHEHWIO,

12 | Labeling / MapkupoBka | According to ND / B cootseTcTaum ¢ HA,
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Npv Temnepatype He Bbilwe 25 °C,
14 | Shelf life / Cpok 5years /5 ner

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
[pumeuanne: IMpoaykt coorBercTByet TpeGopanuam HJ[ | 3axmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToBnewo: ITpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBouTens

QQC/ C:)j—,—::’ Abhishek Chauhan (L

Print Date: Print Date: Print Date:
Hata: 13.09.2021 Hata: 13.09.2021 Hara: 13.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4960 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C004507
www.drreddys.com



