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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykann®, TabieTku, NOKpbIThIE MJIeHOYHOH 000104K0MH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300640

Batch Quantity / O6bem napruu : 776.0 KG

040001820086

Analytical Report No / ABaauTH4ecKkMii oTyeT No :

Date of Analysis / JlaTa ananusa: 30.04.2023

Date of Manufacture / lata nponsBogcTsa : Apr-2023

Date of Expiry / Cpok ronHocty : Mar-2028

Analysis performed according ND / Ananus nposegen no HJI: T1 N011252/01-300522

Ne |Test/ ITokaszarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabneTku
KamncyJOBUAHOH (OpMbI, MOKPbITHIE
IUICHOYHOH 000JI0YKOlH OpaHKEBOTo
L[BETA, C PUCKOH Ha OAHOH CTOPOHE;
Ha TIONEPEYHOM paspeze — a1po
Oenoro nBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  KancysnOBHUIHOH hopmbl,
MTOKPBITEIE TUIEHOYHOW o6onoukoit
OpaHXKEeBOro LBETa, C PUCKOH Ha oJHOM
CTOpPOHE; Ha MONEPEYHOM pas3pese — spo
6€e10ro Uik No4tH 6enoro LBeTa.

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Opinion: APPROVED
3akmouenne: OJIOBPEHO

Prepared by Checked by /
[loaroToBieHo: [Tpoepeno: Himesh Kumar

Pardeep Kumar “i‘

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

enb : Manoj Kumar a) i!!!!‘/]

Reprint Date:30.04.2023
Jlara:

Reprint Date: 30.04.2023
JlaTa:

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkaun®, TabaeTKH, NOKPBITHIE MJIEHO4YHOi 000104K0#, 400 mr + 325 mr

Batch No / Cepusa Ne : V2300640

Batch Quantity / O6bem naptus : 776. 0 KG

040001820086

Analytical Report No / AHasuTn4eckmii oruer Ne :

Date of Analysis / lata ananusa: 30.04.2023

Date of Manufacture / /lata npousBoacTBa : Apr-2023

Date of Expiry / Cpok rognocts : Mar-2028

Analysis performed according ND / Anaan3 nposeaen mo HJI: T N011252/01-300522

2 Identification /
IMoaIMHHOCTD

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 yaepXnBaHUsl OCHOBHBIX NHKOB
Ha  XpoMmarorpaMmme HCIIBITYEMOTO
pacTBopa  JO/DKHBl ~ COOTBETCTBOBATh
BPEMEHAM  YICP)KUBAHUS NUKOB  Ha
[XpoMaTorpaMme pacTBOpa CTaHAAPTHBIX
obpasiop nMOynpodeHa U naparneramosa
(pazmen «KonnyecTBeHHOE
onpeaeNeHue»)

3 |Average tablets weight
CpenHsas Macca
TabneTok

973.5 mg/973.5 Mr

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

Or  940,9 ML 710 999,1 MT
(970,0 mr + 3 %)

Remarks: The Product conforms to ND/
ITpumeuanne: [Iponykr coorBeTcTByeT TpeboBanusam HII

Opinion: APPROVED
3akmwouenue: OJJOBPEHO

Prepared by
[ojroTorieHo:
Pardeep Kumar

Checked by /
[TpoeepeHo: Himesh Kumar

.

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBoanT
esib : Manoj Kumar .

Reprint Date:30.04.2023
Jara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
JlaTa:
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIW3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moy knuu®, TabneTKH, NOKPbIThIE MJ1eHO4YHO0ji 000104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300640

Batch Quantity / O6bem naptuu : 776.0 KG

040001820086

Aunalytical Report No / Ananutudeckui oryer Ne :

Date of Analysis / JaTa ananu3za: 30.04.2023

Date of Manufacture / JaTa npoun3soacTsa : Apr-2023

Date of Expiry / Cpok rognoctn : Mar-2028

Analysis performed according ND / Axanu3s nposenen no HJ/I: T N011252/01-300522

FA4 Disintegration /
PacnagaemocTth

07 min /Mu / 36 sec/MHH

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBOpenue

97% to 101%

98 % to 104%

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

He wmenee 70 % (Q) Ci3His0,
(ubynpoden) yepes 30 muH
Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(nmapateramoun) yepes 30 MuH

6 |Related substances /
PoncTBenHbIe mpuMecH
Method 1/ Meron 1

Method 2 / MeTon 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHobeHon (MpUMech MapaueTamosa)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobag  eaMHHYHAas
NPUMECH (ubynpodena unu
napaieramoria) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ipumeuanne: [Tpoaykt cootBercTByeT Tpedbosanuam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by

[ToaroToBjeHO:
Pardeep Kumar <3£,/ :

Checked by /
[TpoepeHo: Himesh Kumar

S

!

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoauT
enb : Manoj Kumar o

Reprint Date:30.04.2023
Jara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
Nara:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxauu®, TabaeTKH, MOKPHIThIE NJ1eHOYHOIi 000.104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300640

Batch Quantity / O6bem naprum : 776.0 KG

040001820086

Analytical Report No / AHamutudeckuii otyeT Ne :

Date of Analysis / Jlata ananusa: 30.04.2023

Date of Manufacture / /lata npousBoacTsa : Apr-2023

Date of Expiry / Cpok roagnoctu : Mar-2028

Analysis performed according ND / Ananus nposeaen no HJI: T1N011252/01-300522

7 |Water/Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.6 more than 15.0/
OaHOPOAHOCTH [Tokasarens npuemneMoctu (AV) nomkeH
N03UPOBAHUSA 6bITh He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [TokazaTens npuemneMocTu (AV) nojkeH
napawleramos 1.6 ObITH HE Oonee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeuanue: [poaykr cootBercTByeT TpeGoBanusM HJL 3axmouenne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToarotosineHo: [Ipoeepeno: Himesh Kumar /Ono6peno:Menemxep/PykoBoa
Pardeep Kumar cf_l ek : Manoj Kumar Q i!; :~é
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023

Jara: Jara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIASA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTKH, NOKPLIThIE MJICHOYHOI 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300640

Batch Quantity / O6bem naptuu : 776.0 KG

040001820086

Analytical Report No / Anandrudeckuii oryet Ne :

Date of Analysis / /lata ananusa: 30.04.2023

Date of Manufacture / [laTta nponzBoactsa : Apr-2023

Date of Expiry / Cpok roaHoctu : Mar-2028

Analysis performed according ND / Anaau3 nposegen mo HJI: T1 N011252/01-300522

Microbial limits /
Mikpobuonoriuyeckas
4YUCTOTA

a) Total aerobic
microbial count /
Ob1iee yucio
a’pOBHBIX
MHKPOOPraHHu3MOB

9

b) Total combined

Less than10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g/

yeasts and mould count Less than 5 CFU/g/ He 6onee 100 KOE/r
/ Obuiee ynucio Menee 5 KOE/r
JPOMOKEBBIX H
IJIECHEBBIX IPUOOB
¢) E. coli Shall be absent in 1g / OtcyTcTBHE B
Absent / OTcyTCTBYET Ir
Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI

3akawouenue: OJJOBPEHO

Prepared by
IloaroroeneHo:
Pardeep Kumar

-

Checked by /
[TpoeepeHo: Himesh Kumar

o,
. |

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoanT

enb : Manoj Kumar L

Reprint Date:30.04.2023
Hara:

Reprint Date: 30.04.2023
Jara:

Reprint Date: 30.04.2023
Jara:
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Page 6 of 6/ CTp. 6 u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HU6ykanu®, TabaeTkH, NoKphITHIE MJ1eHO4YHOoii 000.1049K0k, 400 mr + 325 mr
Batch No / Cepust Ne : V2300640 Batch Quantity / O6bem naptuu : 776.0 KG
Analytical Report No / AHajmTu4yeckuii oTuer Ne : Date of Analysis / lata anannsa: 30.04.2023
040001820086
Date of Manufacture / JlaTa npon3Boactsa : Apr-2023 |Date of Expiry / Cpok roqHocTH : Mar-2028
Analysis performed according ND / Anaaus nposeaen mo HJI: T1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HisO2
KonuuecteenHoe 396.3 mg/396.3 mr (Ibuprofen) per tablet /
ornpeesieHne Or 360,0 mMr go 440,0 mr Ci;3His0
(ubynpodeH) B TabneTke
2925 to 3575 mg of CsHoNO»
322.70 mg/ 322.70 mr (Paracetamol) per tablet /
Or 292,5 mr jgo 357,5 mr CsHoNO;
(napaueramort) B TabneTke
11 | Package / VnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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. / ITo 10 tabnerox B IIBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6nucTtepoB B
OnMcTepy B Nayky KapTOHHYIO |NaykKy KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLUeH HHCTpYKLUHEH M0 IPUMEHEHHIO.
0 IPUMEHEHHUIO.
12 | Labeling / Mapkuposka| According to ND. / B cootsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpy Temneparype He Boiuie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
FOIHOCTH

Remarks: The Product conforms to ND/

Ipumeuanue: ITpoaykt coorsercTBYeT TpeboBaHusaM HJJ

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared by
[ToaroToByEeHO:
Pardeep Kumar

o

o

ITpoBepeno: ﬁ

Checked by /

imesh Kumar

alfiie

Approved by: Manager/Executive
/O po6peHo:Mene mxep/PykoBoan

enb : Manoj Kumar @‘/

Reprint Date:30.04.2023

JHara: JHara:

Reprint Date: 30.04.2023

Reprint Date: 30.04.2023
Jlara:
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