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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabneTkH, NOKPLITHIE NVIEHO4HO# 000:101K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202621

Batch Qu

antity / O6bem maptuu : 776.0kG

Analytical Report No / AHanuTHYecKknii oTuer Ne :
040001716590,890001635452

27.12.202

Date of Analysis / JlaTa anaiu3a:

2

Date of Manufacture / lata npouzpogcrsa : Oct-2022

Date of E

xpiry / Cpok roanoctu : Sep-2027

Analysis performed according ND / Ananus nposeaen no HJL: ITNOI 1252/01-300522

Ne Test / Iloka3aTenb

Results/ Pesyabrarhl

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./TabneTkn
KancynoBHAHOW (OpMBI, MOKPBITHIE
IIEHOYHOM 000JIOUKOH OpaHXeBOrO
[[BETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha [MOTepeYyHOM paspese — AIpo
Genoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancynoBUAHOH  (oOpMBl,
MOKpPBIThE  IUIGHOYHOH  060J104KOH
OPaHXXEBOrO L[BETa, C PUCKOW Ha OAHOMH
CTOpOHE; Ha MONEPEUHOM pa3pese — sipo
Gesoro My nouty 6enoro UBeTa.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTByeT TpebosaHusam HJI

Opinion : APPROVED
3axouyenue: OJOBPEHO

Prepared by /
IToarorosneHo:
Rana

Pravesh

4

Checked by /
[Tposepeno:Ramakant

&

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaut
enb Amit Kumar

jd_. ..-:‘-\"_/:/"’

Reprint Date: 27.12.2022
JlaTa:

Reprint Date: 27.12.2022
Hara:

Reprint Date: 27.12.2022
Jara:
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTku, TOKPbIThie nienouHoii 060/104Koii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202621

Batch Quantity / O6bem naptun : 776.0kG

Analytical Reéport No / AHanuTH4eckuii oryer Ne :
040001716590,890001635452

Date of Analysis / Jlata anaan3a:
27.12.2022

Date of Manufacture / lata nponssoactsa : Oct-2022

Date of Expiry / Cpok roanocts : Sep-2027

Analysis performed according ND / Ananns nposesen no HJI: IT NO1 1252/01-300522

2 Identification /
TloanuHHOCTD

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) /

Bpemena y/iepXUBaHUs OCHOBHBIX IHKOB

Ha XpoMarorpamme HCIIBITYEMOT'O
pacTBOpa JOJDKHBL COOTBECTCTBOBATH
BpEMEHAM YACPXKUBAHUA ITMKOB Ha

XpoMarorpaMMme pacTBOpa CTaHAAPTHBIX
obpasios ubynpodena W napaneramona

CpenHsist Macca
TabneToK

(pazmen «KonnyectsenHoe
OTIpefiENeHUEN)
3 |Average tablets weight 971.1 mg/971.1mr 940.9 mg to 999.1 mg

(970.0 mg £3%) /
Or 9409 ML J0
(970,0 Mr + 3 %)

999,1 M

4 |Disintegration /
PacnamaeMocTh

08min / 08 mun

Not more than 30 minutes /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam H/L

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Hara:

Prepared by / Checked by / Approved by: Manager/Executive
[MonrotopneHo: Pravesh | IlposepeHo:Ramakant /Ono6peno:Menemxep/PykoBoauT
Rana é % enb Amit Kum&
-y
‘W {'— /
Reprint Date: 27.12.2022 Reprint Date: 27.12.2022 Reprint Date: 27.12.2022

Hara:

Hara:

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: L85195AP1984PLC004507

www.drreddys.com

L 2 )



Dr.Reddy’s
Dr. Reédy";s'

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIA3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
UGyKaHH®, Ta6IeTKH, HOKPLITHIE IIeHOUHOl 060/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202621

Batch Quantity / O6pem naptuu : 776.0kG

Analytical Report No / AnanaTH4ecknii order No :
040001716590,890001635452

Date of Analysis / [laTta anajiu3a:
27.12.2022

Date of Manufacture / JJaTa nponssoacrtsa : Oct-2022

Date of Expiry / Cpox roasocts : Sep-2027

Analysis performed according ND / Ananun3 nposeaen mo HJI: T NO1 1252/01-300522

5 |Dissolution /
PactBopenue

97% To 102 %

98% To 101 %

Not less than 70% (Q) Ci3HisO2
(Tbuprofen) dissolved in 30 minutes /

He MECHEC 70 % (Q) Ci3H 150,
(nbynpoden) uepes 30 MuH

Not less than 70% (Q) CsHgNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napauetamonn) yepe3 30 MuH

6 |Related substances /
PopcTeeHHbIE TPUMECH
Method 1/ Meton 1

Method 2 / MeTon 2

0.0001%

0.03%

0.06%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (IpUMeECh Napaleramoia)
- not more than 0.005% /

He 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhobad  eauHMYHAs
NpUMECh (u6bympodena Uin
napaieramona) - not more than 0.3% /

He Oosee 0,3 %

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

9 |Water/Boga

1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

Ipumeuanue: [Tpoaykt coorBeTcTByeT TpeboBanusM HJL

Opinion : APPROVED
3axmouenue: ONNOBPEHO

Prepared by /
[loarotosiieHo: Pravesh

Rana é

Checked by /
[TposepeHo:Ramakant

b

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoaur
enb Amit Kumar

[X(&/

Reprint Date: 27.12.2022
Jlara:
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabaeTk, NOKPLIThIE NJIeHOYHOH 060J0uKoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2202621

Batch Quantity / O6bem napruu : 776.0kG

040001716590,890001635452

| Analytical Report No / Ananurudeckuii oruer Ne :

Date of Analysis / [laTa aHa/n3a:
27.12.2022

Date of Manufacture / Jlara nponsBogctea : Oct-2022

Date of Expiry / Cpox roanocts : Sep-2027

Analysis performed according ND / Anaymus nposenen mo HJL: T1N011252/01-300522

10 |Uniformity of dosage Acceptance value (AV) should be not ]

units / 1.8 more than 15.0 /

OHOpPOIHOCTD [Mokazarens npuemiaeMocTd (AV) nomkeH

JO3UPOBaHUA OBbiTh HE Ooutee 15,0

- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0 /

- Paracetamol/ 1.2 [MokasaTens npueMineMocTd (AV) nomken

napaneTamol 6bITh HE 6onee 15,0

11 |Microbial limits /

Mukpobuonoradeckas

YHCTOTA

a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g/

microbial count / 10 KOE/r He 6onee 1000 KOE/r

Obmee 4ucio

a3poOHBIX

MMKPOOPraHH3MOB

b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/

yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r

/ Ob1wee 4UCIIO

JPOXOKEBBIX U

IJIECHEBBIX [PUOOB

¢) E. coli Absent in 1g/ OrcyTcTByeT B I Shall be absent in 1g / OtcyrcTBHE B J
Ir

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayKT COOTBETCTBYET tpeboBannam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
TMoarotosneHo: Pravesh | [Tposepeno:Ramakant /O no6pero:Menemxep/PykoBoauT
Rana /é W ens Amit Kumar
/ ;va"\\_,.—
e
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, Tab1eTKH, NOKPLITHIE JIeHOoYHOo o6onouKkoii, 400 mr + 325 mMr
Batch No / Cepus Ne : V2202621 Batch Quantity / O6bem naptun : 776.0kG
Analytical Report No / AHAnHTHYeCKHIi OTHYET No . Date of Analysis / laTa anajau3za:
040001716590,890001635452 27.12.2022
Date of Manufacture / Jlata nponssojcrsa : Oct-2022 |Date of Expiry / Cpok rogrocts : Sep-2027
Analysis performed according ND / AHau3 npoBejeH mo HJI: TI N011252/01-300522
12 |Assay/ 360.0 to 440.0 mg of C;3HisO;
KonuuecTBeHHOE 392.1 mg/392.1 Mmr (Ibuprofen) per tablet /
onpeneneHne Or 360,0 mr go 440,0 mr C;3HisO
(ubynpoden) B TabneTke
2025 to 357.5 mg of CsHoNO:
323.10 mg/ 323.10 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO:
(napaueramoi) B TabneTke
13 | Package / YmakoBka 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. / ITo 10 Tabnerok B [IBX/Al
ta6ierok B [IBX/Al 6nucrep. ITo 1 |6nmcrep. ITo 1, 2 um 20 61ucTepos B
6aMcTepy B Madky KapTOHHYIO |Madky KapTOHHYIO BMecCTe c
BMECTe C  MHCTpyKUuell 10 |HHCTPYKUMEH MO NPUMEHEHHIO.
NPHMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cooTBeTCTBHH C HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ipu Temneparype He Boiie 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
rOJIHOCTH

Remarks : The Product conforms to ND/
Ipumedanue: [IpoayKT COOTBETCTBYET TpeGosanusm HJI

Opinion : APPROVED
3axawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Tomrotosineno: Pravesh | IlpoBepeno:Ramakant /O no6peno:Menemxep/PykoBoaut
Rana { W enb Amit }'\'\Liljiar
AN=
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