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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HNoyxanH®, TabeTKU, NOKPbIThIE NJIEHOYHO# 060a104Ko0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300645 Batch Qu

antity / Oobem maptum : 776.0 KG

040001820739

Analytical Report No / Anaautu4yeckuii order Ne : Date of Analysis / JlaTa ananuza: 30.04.2023

Date of Manufacture / Jlata npousBojcTBa : Mar-2023 |Date of Expiry / Cpok rognocty : Feb-2028

Analysis performed according ND / Ananu3 nposenen nmo HJI: [T N011252/01-300522

cross section — white core. /Tabnetku
KarcyjaoBUIHOH (OPMBI, TOKpBITHIE
TJIEeHOYHOH 000JI04KO}i OpaHkKeBOTo
LiBETa, C PUCKOH Ha OJHOH CTOPOHE;
Ha [ONEpPeyHOM paspese — SIpO
6enoro LBeTa.

Ne  [Test/ IToxasarenan Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onncanne |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

on cross section- white or off-white core. /
Tabnetkn  kancyjlOBHAHOM tbopMl,
NOKPBITBIE TNNEHOYHOH o6onoukoi
OPaHXKEBOro LIBETA, C PUCKONH Ha OJHOM
CTOpPOHE; Ha MONEPEHHOM pa3pese — sApo
©eJIoro MU nouTu 6e1oro LBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeyanue: [IpoaykT coorBeTcTBYET TpeGoBanusam HIT 3akmodenne: OJOGPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroroBnexo: ; [1posepeno: Himesh Kumar /Opnobpeno:Menekep/PyKkoBOANT
Pardeep Kumar (:_L/ enb : Manoj Kumar ph @
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023

Hara: Hara: JHara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkaun®, TabaeTKH, NOKPBIThIE MIeHO4HOl 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300645 Batch Quantity / O6bem naptTiun : 776.0 KG
Analytical Report No / AHajMTH4YecKH#H oTdeT N : Date of Analysis / JJaTa ananu3za: 30.04.2023
040001820739

Date of Manufacture / Jlata nponssoacrsa : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028

| Analysis performed according ND / Ananus npoBejen 1o HJI: TIN011252/01-300522

—

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTH CoOoTBETCTBYET 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) /

BpeMmeHa ynepXnBaHHs OCHOBHBIX MUKOB
Ha  XpoMaTorpamme HCIIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHaM  YIEpXHBaHUS TIMKOB  Ha
XpoOMarorpaMme pacTBOpa CTaHIAPTHBIX
o6pasioB ubynpodeHa U napaueramona

(paznen «KonnvectBeHHOE
onpeneNeHue»)
3 |Average tablets weight 967.3 mg/967.3 Mmr 940.9 mg to 999.1 mg
Cpennsisa Macca (970.0 mg = 3%) /
TabNeToK Or 940,9 wmr 1o 999,1 MT
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: [TpoaykT cooTBeTcTBYeT TpebGoBanusaM HJT 3axmouenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroToBJieHO: . [TposepeHo: Himesh Kumar /O no6peno:MeHemxep/PyKOBOAHT
Pardeep Kumar c}(f ‘ ek : Manoj Kumar @QZ&
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Jara: Hara: Jlara:
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab1eTKH, NOKPBITHIE NJ1eHOYHOH 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300645

Batch Quantity / O6bem naptuu : 776.0 KG

040001820739

Analytical Report No / Ananurudeckuif oTyer Ne :

Date of Analysis / [lata ananusa: 30.04.2023

Date of Manufacture / Jlata npou3sojactpa : Mar-2023

Date of Expiry / Cpok rogsocti : Feb-2028

Analysis performed according ND / Ananu3s nposesen mo HJ: I1 N011252/01-300522

4 |Disintegration /
Pacnanaemocthb

06 min /Mu / 44 sec/MMH

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
Pacteopenue

97% to 100%

99 % to 101%

Not less than 70% (Q) Ci3His0;
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHis0;
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramosn) yepe3 30 MHH

6 |Related substances /
PoncTBeHHblE NPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (MpUMech NaparneraMmona)
- not more than 0.005% /

" ne 6ostee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas eauHHYHas
pPUMECH (ubynpodena WA
napaieramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HL

Opinion: APPROVED
3axawvyenne: OJJOBPEHO

Prepared by
[ToaroroBiieHo:

Pardeep Kumar ‘ ]

-

Checked by /
IIposepeno: Himesh Kumar

=] ——

Approved by: Manager/Executive
/Onobpeno:Meuemxep/PykoBoanT,
enb : Manoj Kumar h izwﬂ

Reprint Date:30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
JlaTa:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘.

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHM3A

Page4 of 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kann®, TabaeTKi, HOKPbIThie MIeHOYHOi 060104 KOf, 400 mr + 325 mr

|Batch No / Cepusi No : V2300645

Batch Quantity / O6bem naprun : 776.0 KG

040001820739

Analytical Report No / Ananutudeckuii oTuer Ne :

Date of Analysis / [laTa ananusa: 30.04.2023

Date of Manufacture / /laTa npouzBoacTsa : Mar-2023

Date of Expiry / Cpox roanocrn : Feb-2028

Analysis performed according ND / Ananus nposegen no HJL: [1NO011252/01-300522

7 |Water /Bogna 1.3% Not more than 5.0% /
He 6osiee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.6 more than 15.0/
OnHOpPOAHOCTH [Toka3zareJs npueMneMocty (AV) noimken
JIO3UPOBAHUA ObITh He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ [TokazaTens npruemyieMoctd (AV) 10JDkeH
napaneTamMor 1.3 6bITh He 6onee 15,0

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoLyKT COOTBETCTBYET TpeOOBAHUAM HIO

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Prepared by
IlogroroBnexo:
Pardeep Kumar __ |

P

Checked by /

[TposepeHo: jimesh Kumar

Approved by: Manager/Executive
/O no6peno:Meneprep/PykoBoanT

enb : Manoj Kumar 4

Ll

Reprint Date:30.04.2023
Jara:

Reprint Date: 30.04.2023
Jlara:

Reprint Date: 30.04.2023
Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabJeTKM, MOKPbIThIE IJIeHO4HOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300645 Batch Quantity / O6bem naptuu : 776.0 KG
Analytical Report No / AHanmuTnyeckuit oryer No : Date of Analysis / Jlata ananusa: 30.04.2023
040001820739

Date of Manufacture / Jlata npousBoactsa : Mar-2023 |Date of Expiry / Cpox roaHocTs : Feb-2028

Analysis performed according ND / Anaau3s nposesen no HI: [T NO11252/01-300522

T

9 |Microbial limits / ‘
Mukpobuonoruueckas
4HCTOTA

a) Total aerobic Less than10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uee uucno
a’pobHBIX
MHKPOOPraHU3MOB

b) Total combined Not more than 100 CFU/g /
yeasts and mould count Less than 5 CFU/g/ He 6onee 100 KOE/r

/ OB1uee yucio Menee 5 KOE/r
JIPOACOKEBBIX U
IIECHEBBIX IPUOOB

c) E. coli Shall be absent in 1g / OTcyrcTBHE B
Absent / OTcyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykt cootBercTBYET TpebGoBannsaM HIT 3axuatodenne: OIOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroroeneHo: [Tposepeno: Himesh Kumar /OnobpeHo:Menemkep/PykoBoauT
Pardeep Kumar .Qf__ elb : Manoj Kumar ia
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Hara: Hara: Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTKH, NOKPBIThIE NIEHOYHOH 060/104K0#, 400 mr + 325 mr
Batch No / Cepus Ne : V2300645 Batch Quantity / O6bem naptus : 776.0 KG
Analytical Report No / AHasiuTHyeckuii oTueT No : Date of Analysis / lata ananau3za: 30.04.2023
040001820739
Date of Manufacture / Jlata nponssoactsa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028
Analysis performed according ND / Ananu3 nposeaen no HJI: I1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3His0:
KonuuecrBeHHoe 390.7 mg/390.7 mr (Ibuprofen) per tablet /
orpesiesicHue Or 360,0 mr mo 440,0 mr C;3HisO;
(ubynpoden) B TabneTke
2925 to 3575 mg of CsHoNO,
321.79 mg/ 321.79 mMr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHyoNO;
(nmapaueramolt) B TabneTke
11 | Package / YnaxoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / [To 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6nucrepos B
OnucTepy B Mauyky KApTOHHYIO |Hauky KapTOHHYIO BMECTe c
BMECTE C HHCTPYKLHEH HHCTPYKIHEHR 0 TPUMEHEHHUIO.
110 IPUMEHEHUIO. l
12 | Labeling / MapxupoBka| According to ND. / B coorercreuu ¢ HJL.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHenue ITpu Temneparype He Bbliwe 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOIHOCTHU

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykr coorBercTByeT TpeboBaHusm HL

Opinion: APPROVED
3akmouyenne: OJOBPEHO

Prepared by
[ToaroToBneHo:
Pardeep Kumar

g

Checked by /
[Tpoeepeno: Himesh Kumar

N

Approved by: Manager/Executive

/Ono6peno:Menemxep/PykoBoan
enb : Manoj Kumar W

Reprint Date:30.04.2023
Jlara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
Jlara:
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