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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page1of 6/Crp. 1 u36

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTKH, NOKPBITHIE MJIEHOYHOI 000104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2300639

Batch Qu

antity / O6bem maptuu : 759.3 KG

040001819588

Analytical Report No / AHannTH4ecknii oryer Ne :

Date of A

nalysis / JlaTa anannsa: 30.04.2023

Date of Manufacture / JlaTa npon3BoacTsa : Mar-2023

Date of Expiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Anaaus nposeaed mo HJI: [T NO11252/01-300522

No Test / IToka3zaTeanb

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KancynoBUAHONW (OpMbI, TOKPBITHIE
MJIEHOYHOH 000JI0YKOIl OpaHXEBOroO
1[BeTa, C PUCKOH Ha OJHON CTOPOHE;
Ha TMONEpPeYHOM pa3pe3e — sIpo
Oernoro 1BeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancyJOBHUAHOM bopMmbl,
NOKpPBIThIE  TJIEHOYHOH o6onoukoi
OpaHXXEBOTO LIBETA, C PUCKOM Ha OJHOM
CTOPOHE; Ha MOMEPEYHOM paspese — Aapo
6eoro Uiy NouTH 6eJIoro UBeTa.

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponyxr coorBercTByeT TpeboBanusam HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by
[MonrorosneHo:
Pardeep Kumar

Checked by /
[IposepeHo: Himesh Kumar

Approved by: Manager/Executive
/O po6peHo:MeHexep/PyKoBOJUT

enb : Manoj Kumar Iw

Reprint Date:30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
Jlara:

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

CIM: L85195AP19841PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Tab1eTKH, NOKPBIThIE MJIeH04HOoil 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300639

Batch Quantity / Oobem naprun : 759.3 KG

040001819588

Analytical Report No / AnanuTHdecknii oryer Ne :

Date of Analysis / /laTa ananusa: 30.04.2023

Date of Manufacture / Jlata npousBoacrsa : Mar-2023

Date of Expiry / Cpok ronnocts : Feb-2028

Analysis performed according ND / Anann3 nposegen mo HJI: TI N011252/01-300522

2 Identification /
IlognMHHOCTh

Complies as prescribed/
CooTBeTcTBYET

[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 yzaep>kUBaHHsl OCHOBHBIX NHKOB
Ha XpoMmarorpamme UCTIBITYEMOTO
pacTBopa =« JOJKHBI ~ COOTBETCTBOBATh
BpeMeHaM  yINEepXMBaHUS [HMKOB Ha
XpOMAaTOTpaMMe pacTBOpa CTaHAapTHBIX
obpasioB ubynpodeHa nu napaueramona
(paznen «KonmiuecTeeHHOE
OTIpefeICHUEY)

3 |Average tablets weight
CpenHsist Macca
TabieTok

969.9 mg / 969.9 mr

940.9 mg to 999.1 mg
(970.0 mg % 3%) /

Or 940,9 MI J0 999,1 MI
(970,0 Mr % 3 %)

Remarks: The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorercTByeT TpeboaHusiM HJL

Opinion: APPROVED
3akmouenune: OJJIOBPEHO

Prepared by
[loaroToBneHo: _
Pardeep Kumar QL,

Checked by /
[Tposepeno; Himesh Kumar

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoaur

enb : Manoj Kumar Vopdelis
)

Reprint Date:30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
JHara:
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page3 of 6/ CTp.3 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UGy kAHH®, Ta0aeTKH, TOKPLITbIE NIEHOYHOH 00041

oukoi, 400 mr + 325 mr

Batch No / Cepust Ne : V2300639

Batch Quantity / O0bem naprun : 759.3 KG

040001819588

Analytical Report No / AHanuTHUeCKHii 0THET Ne:

Date of Analysis / JlaTa ananusa: 30.04.2023

Date of Manufacture / /laTa nponsBozctsa : Mar-2023

Date of Expiry / Cpok roqnocT : Feb-2028

|Analysis performed according ND / Ananun3 nposegen no HJL: 1 N011252/01-300522

4 |Disintegration /
PacniagaemocTh

07 min /mMu / 29 sec/MHH

|Not more than 30 minutes /
He 6onee 30 muHx

5 |Dissolution /
PactBOpenue

99% to 100%

101 % to 102%

Not less than 70% (Q) CiHisO2
(Ibuprofen) dissolved in 30 minutes /

He w™enee 70 % (Q) C;3Hi30;
(u6ynpoden) uepes 30 MyuH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramo) yepes 30 MuH

6 |Related substances /
PoncTBeHHbBIE MPUMECH
Method 1/ Meton 1

Method 2 / Metopn 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHON (IpUMech MapaleTamora)
- not more than 0.005% /

ye 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  eanHKHuHAas
IIpUMEChH (ubynpodena Wiy
naparieramorna) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meron 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/
Hpumeyanue: [TpoayKkT COOTBETCTBYET tpeboBanuam HJL

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared by
IToaroToBnieHO:
Pardeep Kumar

4

Checked by /
ITpoeepero; Himesh Kumar

P ——

-

Approved by: Manager/Executive
/On06peno:Menemxep/PykoBoan
enb - Manoj Kumar Aoy Lu-tﬁ

Reprint Date:30.04.2023
Jarta:

Reprint Date: 30.04.2023
JaTa:

Reprint Date: 30.04.2023
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabneTky, NOKPbIThIE MJIEHOYHOIH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300639

Batch Quantity / O6bem maptuu : 759.3 KG

040001819588

Analytical Report No / AHaauTu4yeckmii oTyer No :

Date of Analysis / Jlata ananusa: 30.04.2023

Date of Manufacture / Jlata npousBoactsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJ/I: [1 N011252/01-300522

7 |Water/Bojaa 1.5% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.0 more than 15.0/
OnHOpPOAHOCTH ITokazarens npuemneMocTu (AV) nomxeH
JIO3MPOBaHUS ObITh He Houee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ ITokazaTens npuemneMocty (AV) nomxeH
napaueTamol 1.9 ObITh He 6onee 15,0

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykr cooreTcTBYET Tpeboanusam HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by
IToarorosneHo:

Pardeep Kumar Q(_’,

Checked by /
[Mpoepeno: Himesh Kumar

S

Approved by: Manager/Executive
/O nodpeno:Menemxep/Pykosoan
enb : Manoj Kumar - lw_p

Reprint Date:30.04.2023
Jlata:

Reprint Date: 30.04.2023
Jara:

Reprint Date: 30.04.2023
Jara:

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

CEPTUD®UKAT AHAJIU3A

Page 50f 6/ CTp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkana®, Tab1eTKH, NOKPBLIThIE MIEHOYHOIi 060104Ko0ii, 400 Mr + 325 mr

Batch No / Cepusi No : V2300639

Batch Quantity / O6bem naprun : 759.3 KG

040001819588

Analytical Report No / AHaauTH4yecknii orTuyeT No : Date of Analysis / lata ananuza: 30.04.2023

Date of Manufacture / Jlara nponsBogcrsa : Mar-2023 |Date of Expiry / Cpox roanoctu : Feb-2028

Analysis performed according ND / Anaau3 nposeaen mo H/: 11 N011252/01-300522

9 |Microbial limits /
Miukpobuosornueckas
YKCTOTA

a) Total aerobic
microbial count /
O6uiee uncno
a’poOHBIX
MUKpPOOPIraH13MOB

b) Total combined
yeasts and mould count
/ Obl1uee yucno
JIPOMOKEBBIX U
TJIeCHEBBIX IPUOOB

Less than10 CFU/g/ Not more than 1000 CFU/g /
Menee 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g /
Less than 5 CFU/g / He 6onee 100 KOE/r
Menee 5 KOE/r

Pardeep Kumar

Ioarorosneno: <3L, ITposepeno: Himesh Kumar /Opobpero:Menemkep/PyKoBOAT

¢) E. coli Shall be absent in 1g / OrcyTcTBHE B
Absent / OTcyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeuanne: [IpoaykT cootBeTcTBYET TpeboBanuam HJI 3axmouenne: OIOBPEHO
Prepared by Checked by / Approved by: Manager/Executive

enib : Manoj Kumar @gﬂ;é

(N

Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Jara: Hara:

Jara:
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Vill. Khol, Nalagarh Road, Badd;,
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TaGJaeTKy, NOKPbIThIE INIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300639

Batch Quantity / O6bem napruu : 759.3 KG

040001819588

Analytical Report No / AnajiaTudeckuii oTuer No :

Date of Analysis / /lata anaansa: 30.04.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananns nposegen mo HJI: IT N011252/01-300522

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6mucrep. Ilo 1
6mMcTepy B Mauky KapTOHHYIO
BMECTE C HHCTPYKLHEH

10 IPUMEHEHHUIO.

10 \Assay/ 360.0 to 440.0 mg of C;3sH;0;
KonuuectBeHHOE 393.4 mg/393.4 mr (Ibuprofen) per tablet /
onpejeneHue Ot 360,0 mr mo 440,0 mr Cj;3Hjs0,
(mbynpoden) B Tabnerke
2925 to 3575 mg of CsHoNO;
321.49 mg/ 321.49 mr (Paracetamol) per tablet /
Or 292,5 Mr no 357,5 mr CgHoNO;
(napaueramosn) B TabneTke
11 | Package / YnaxoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / [To 10 Tabnerok B [IBX/Al
6nuctep. Ilo 1, 2 unn 20 6nuctepos B
nauky KapTOHHYIO BMECTe c
WHCTPYKLKEH MO0 MPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B coorsetctuum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bbilie 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
T'OIHOCTH

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJ{

Opinion: APPROVED
3axawyenue: OJIOGPEHO

Prepared by
[ToaroTroeneHo:
Pardeep Kumar

<L

Checked by /
IIposepeno: Himesh Kumar

C‘\} =

Approved by: Manager/Executive

/Onobpeno:Menemiep/ Py_l_'\'OBO)LII-l
enb : Manoj Kumar " ’HJ

Reprint Date:30.04.2023
Jara:

\
Reprint Date: 30.04.2023
Jara:

Reprint Date: 30.04.2023
Jara:
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