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

CEPTHOUKAT AHAJTH3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HG6ykauH®, TabJeTKH, TOKPLITLIE 1eH04HO0i 0601049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200488

Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / Ananmurndeckuii oTyer Ne :

040001558131, 890001586354

Date of Analysis / [lata anamuza: 21.04.2022

Date of Manufacture / lata npoussogersa : Mar-2022

Date of Expiry / Cpoxk rognocti :Feb-2027

Analysis performed according ND / Ananus nposexen mo HJI: T1 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.
No

Test

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /
Tabnetku KancynosugHom
dopmbl, NOKpPbITbIE
nneHo4YHol obono4koi
OpaHXeBoro LBeTa, ¢ pUCKoi
Ha OOHOW CTOPOHe; Ha
rnonepeyHoM paspese — s4p0
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets:
on cross section- white to off-white
core / TabneTkm KancynoBuaHOW
opMbl,  NOKPbITEIE  MIIEHOYHOM
obonoukoi opaHXeBOro ugeTa, C
pUCKOW Ha OfHOW CTOpoHE, Ha
nonepeyHoMm paspese a4po
Benoro unu noytu Geroro LseTa

Remarks : The Product conforms to ND/
IIpumeyanue: [poaykT coorBeTcTBYET TpeGoBauuam HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Iposepeno:Himesh Kumar | Ono6peno: Menemxkep /
Ankit PykoBoautens Amit Kumar
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Print Date: Print Date: Print Date:
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Jlata: 21.04. 2022

Jlata: 21.04. 2022
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CEPTUD®UKAT AHAJIM3A

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

HNoyxnnu®, TabneTku, MOKPLITHIE MJIEHOYHOH 060J04K0it, 400Mr + 325Mr

Batch No / Cepnst Ne : V2200488 Batch Quantity / O6bem naptuu : 776.0 Kg

040001558131, 890001586354

Analytical Report No / Anasurnieckuii oryer No : Date of Analysis / faTta anann3za: 21.04.2022

Date of Manufacture / Jlata npon3Boacrsa : Mar-2022  |Date of Expiry / Cpok roanoctn :Feb-2027

Analysis performed according ND / Auanun3 npoeeaen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTb B cooTtBeTCcTBUM C
onncaHnem

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 yaepXvMBaHWs OCHOBHbLIX
nMKoB Ha Xpomartorpamme
UCMbITYEMOro  pacTteopa  AOSKHbI
COOTBETCTBOBATH BpeMeHam
YAEPXKUBaHUS nuKoB Ha
Xpomarorpamme pacTteopa
CTaHAapTHbIX obpasuoB
nbynpocpeHa 1  napaueTamona
(pazgen «KonnyecteseHHoe
onpegeneHue»)

3 |Average weight and 971.8 mg
mass uniformity /
CpeaHnan macca
OAHOPOAHOCTb MO
macce

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

Or 9409 wi 4o 9991 w
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM HJJ

Opinion : APPROVED
3axiarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: IIposepeno:Himesh Kumar | Ono6peno: Menemkep /

Ankit — PykoBoautens Amit Kumar
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CEPTHUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTKH, NOKPBITHIE NMJIEHOYHO# 0001049K0il, 400Mr + 325mr

Batch No / Cepust Ne : V2200488 Batch Quantity / O6bem naprun : 776.0 Kg

Analytical Report No / AHanuTH4eckuii oTder Ne : Date of Analysis / /laTa anaau3a: 21.04.2022
040001558131, 890001586354

Date of Manufacture / fata nponssogcrsa : Mar-2022 | Date of Expiry / Cpok ropaoctn :Feb-2027

Analysis performed according ND / Anamus nposeaen mo HJI: [T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 Disintegration / 08 minutes 36 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MWH

5 |Dissolution / 98% - 101% NLT 70% (Q) CisH1s02 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1s02
(nbynpodpeH) uepes 30 MuH

NLT 70% (Q) CsHgNO:
99% - 101% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MUH

6 |Related substances / 0.04 % Total impurities of Ibuprofen NMT
PogcTteeHHble npumecu 1.0% / Cymma npumecei
nbynpocpeHa — He Goree 1,0 %
0.0002 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amnHodeHon (Npumeck
napauetamona) — He 6onee 0,005%

7 |Water/Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIponykr coorserctByeT TpeboBanusam HJI | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IpoBepeno:Himesh Kumar | Ono6peno: MeHnemxkep /
Ankit o PykoBoautens Amit Kumar
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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

CEPTHUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, Tab/1eTKH, NOKPLITHIE IVIEHOYHOH 0001049K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200488

Batch Quantity / O6bem naptun : 776.0 Kg

040001558131, 890001586354

Analytical Report No / AnajiuTu4deckuii oTuer No :

Date of Analysis / laTa anaan3za: 21.04.2022

Date of Manufacture / lata nponsBoactsa : Mar-2022

Date of Expiry / Cpok rognoctn :Feb-2027

Analysis performed according ND / Ananu3 nposeaen mo H/: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobunonormnyeckas
yucroTta

a) Total aerobic
microbial count /
O06Lwee uncno
a3pobHbIX
MUKPOOPraHu3MoB

b) Total combined
yeasts and mould
count / O0Lwee yncno
OPONOKEBbLIX U
nnecHesbIX rpubos

¢) E. coli

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

Less than 5 CFU/g /
MeHee 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 / OTcyTcTBME B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr coorercTByeT TpeGosanusm HJ[ | 3akmodenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [Tposepeno:Himesh Kumar | Ono6peno: Menemxep /
Ankit 2 | PykoBoautens Amit Kumar
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Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkaun®, TableTKH, NOKPHITHIE MJIEHOYHO 000104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200488

Batch Quantity / O6bem naptan : 776.0 Kg

Analytical Report No / AHanuTH4Yeckuii order Ne :
040001558131, 890001586354

Date of Analysis / JlaTta ananusa: 21.04.2022

Date of Manufacture / lata npousBoacrsa : Mar-2022

Date of Expiry / Cpok rognocTu :Feb-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: [TNO011252/01-110717 (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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHoCTb 1.3 MokasaTenb npuemnemoctn (AV)
0,031MpoBaHNs JormkeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 [TokasaTenb npuemnemoctu (AV)
napaueTamon nomkeH OblTb He Gonee 15,0.
10 |Assay/ 395.9 mg 360 to 440 mg of CizH10:
KonuuecteseHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr go 440,0 mr Cq3H4502
(vBynpodbeH) B TabneTke
324.26 mg 2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CgHgNO,
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/
IIpameuanne: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
IloarotosJjeHo:

Checked by /
[Iposepeno:Himesh Kumar

Approved by: Manager/Executive /
Onob6peHo: Menemxep /
PykoBogurens Amit Kumar
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@ Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS ool oo

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, NOKPBIThIE IIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200488 Batch Quantity / O6bem naptuun : 776.0 Kg

Analytical Report No / AnanuTu4eckuii oTuer Ne : Date of Analysis / JlaTa apanu3za: 21.04.2022
040001558131, 890001586354

Date of Manufacture / Jlata npousBoacTsa : Mar-2022 | Date of Expiry / Cpok rogaoctu :Feb-2027
Analysis performed according ND / Ananus nposegen no HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka (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 MNBX/Al 6nuctep. Mo 1, 2 unu 20

B MBX/Al 6nuctep. Mo 1 OnncTepoB B Nayky KapTOHHYIO
6nvcTepy B navky BMECTE C UHCTPYKLWeNn no
KapTOHHYIO BMecTe C MPUMEHEHMUIO.

WHCTPYKUWEN Mo

MPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTseTcTaum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cootBercTByeT Tpebosanuam HJl | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [Tposepeso:Himesh Kumar | Ono6peno: Menemxep /
Ankit o C}Q’—;‘ PykoBoautens Amit Kumar
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