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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykanH®, TabJ1eTKU, IOKPbIThIE I1eH0YHO# 000J104K0#, 400 mMr + 325 mr

Batch No / Cepus Ne : V2302018

Batch Quantity / O6bem naptuu : 761.65 Kg

040002207077

Analytical Report No / AnanuTu4yecknii oraer Ne :

Date of Analysis / JlaTa ananu3za: 13.10.2023

Date of Manufacture / lata npon3BoacTsa : Sep.2023

Date of Expiry / Cpok rogaocts : Aug.2028

Analysis performed according ND / Ananu3 nposegen no H/: TI N011252/01-160123

Hpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Ne |Test/ IToka3zarenn Results/ PesyabTaTsl Specification / Hopma
1 [Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  TaGnetku|core at the cross-section. / Tabnerku
KarncyjaoBHAHOM ()OpMBI, MOKPBITBIE|KANCYTOBUAHONH  QOpMBI,  MOKPBITBIE
IUIEHOYHOH 00O0JIOUKON OpaH)XEBOTO|MNEHOUHOH  0060NI0YKOH  OpaHkKeBOro
LIBETa, C PUCKON Ha ONHOM CTOpOHE;|l[BETa, C PUCKOH Ha ONHOM CTOpOHE; Ha
Ha TIIONEPEYHOM paspese — sApO|MONepevHoM paspese — sAApo 6esoro uin
Genoro LBeTa. oyt 6enoro IBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITonnmuHHOCTD CooTBeTCTBYET 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) /
BpeMmena ynep>XHUBaHUS OCHOBHBIX NMHKOB
Ha Xpomarorpamme HCITBITYEMOTO
pacTBOpa  JIO/DKHBI ~ COOTBETCTBOBATbH
BpEMeHaM  yIEep)KMBAHUS THKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHHApPTHBIX
obpasuoe ubynpodeHa u mapaimeramona
(pazzen «KonuuecTBeHHOE
ONPEICIICHNUEY)
3 |Average tablets weight 970.9 mg / 970.9 mr From 9409 mg to 999.1 mg
Cpennsisi Macca (970.0 mg=+ 3.0 %) /
TabyeToK Or 9409 wMr 1o 999.1 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akawuenue: OJIOBPEHO

Prepared by /

[ToaroroBneHo: g'

Santosh Kumar Maurya

Checked by /
[Tpoepeno: Pardeep Kumar

e

Approved by: Manager/Executive/
Onobpeno: Menemwkep / PykoBoaurensb
Munish Sharma

e

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reéprint Date:
JHata: 13.10.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6ykauu®, TabieTkH, NOKPbIThIE IUIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne

: V2302018

Batch Quantity / O6bem naptuu : 761.65 Kg

040002207077

Analytical Report No / AHaiuTH4decKHi oTder No :

Date of Analysis / Jlata ananusa: 13.10.2023

Date of Manufacture / Jlata npon3BoacTsa : Sep.2023

Date of Expiry / Cpok rogaocts : Aug.2028

Analysis performed according ND / Ananu3 nposenes no HJI: IIN011252/01-160123

4 |Disintegration /
PacnamaemMocTs

06 min 39 sec/ 06 muHn 39 cex

Not more than 30 min /
He 6onee 30 MmuH

5 |Dissolution /
Pactropenue

97 % To 99 %

99 % to 101 %

Not less than 70% (Q) of Ci3His0,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpocden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMemee 70 % (Q)
(napaueramoun) yepes 30 MUH

Ci3His0:

CsHoNO»

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToAroToBiEHO:

Santosh Kumar Maurya

Checked by /
[TpoeepeHo: Pardeep Kumar

ol

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykoBoaurens
Munish Sharma @

Reprint Date:
JaTa: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

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
N6ykanH®, Tab1eTKH, MOKPLITHIE NIeHOYHOH 060104K0MH, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302018

Batch Quantity / O6sem naptum : 761.65 Kg

040002207077

Analytical Report No / AnajauTHdaeckuii oTder Ne :

Date of Analysis / JlaTa ananu3a: 13.10.2023

Date of Manufacture / Jlata npousBoacTsa : Sep.2023

Date of Expiry / Cpok rogaoctu : Aug.2028

Analysis performed according ND / Agaju3s nposeaen mo HJI: [T N011252/01-160123

6 |Related substances /
PoxacteenHble npumecu
Method 1/ Mertop 1

Method 2 / Meton 2

0.001%

BDL (Disregard Area 6978)

0.001%

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

4-amuHO(deHON (MpUMECh NapaleTamMmoia)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIro6as eIMHUYHAs IpUMeCh
(ubynpodeHa MM nNapaneramosia) - He

oonee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npumeceit (Meroz 1 + Merton 2)
- He 6oiee 0,7 %

9 [Water/Bona

1.4%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cootBercTByeT TpeboBanusM H]J

Opinion : APPROVED
3akmoyenne: OJJIOBPEHO

Prepared by /
Iloaroropneno: —
Santosh Kumar Maurya

Checked by /

[poBepeHo: Pardeep Kumar

d-

Approved by: Manager/Executive/

Onobpeno: Menekep / Pykosojuress
Munish Sharma

Reprint Date:
Jata: 13.10.2023

Reprint Date:

Hara: 13.10.2023

Reprint Date:
Hata: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mali@drreddys.com

CIN: L85195AP13984PLC004507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykann®, TabaeTkH, NOKPLITHIE IUIEHO4HO#H 000/104K0ii, 400 mMr + 325 mr

Batch No / Cepust Ne : V2302018

Batch Quantity / O6bem naptuu : 761.65 Kg

Analytical Report No / AnajanTudecknii oryer Ne :
040002207077

Date of Analysis / laTa anaaun3za: 13.10.2023

Date of Manufacture / Jlata npoussogcTsa : Sep.2023

Date of Expiry / Cpok rondocts : Aug.2028

Analysis performed according ND / Anasins nposenen no HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units /

ORHOPOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHUA 1.5 more than 15.0 /

- Ibuprofen /ubynpoden [TokazaTens npuemieMocT! (AV) JODKEeH
ObITE He Oonee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaleTaMmoil more than 15.0 /
ITokazarens npueMiaeMocTd (AV) nomxeH
6bITH He 6onee 15,0

11 |Microbiological purity /

Mukpobuonoruueckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

O61uee yucio

aspobHBIX

MHKPOOPTaHHU3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1uee uucno

JIPOMOKEBBIX U

IJIECHEBBIX PUOOB

c) E. coli NA Shall be absent in 1g / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/ Opinion : APPROVED

Npumeuanue: [Ipoaykt cootsercTByeT Tpebopanusam HJI | 3akmouenue: ONOBPEHO

Prepared by /
IloaroroBieHo: —
Santosh Kumar Maurya

Checked by /

Approved by: Manager/Executive/

Munish Sharma

[TpoeepeHo: Pardeep Kumar OnobpeHo: MCHC%OBOZLHTCHB

Reprint Date:

Hara: 13.10.2023

Reprint Date:

Hata: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel* +91 40 490N 7900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6oykauu®, TabNeTKH, NOKPBITHIE INIEHOYHOH 000104K0#, 400 mr + 325 mr
Batch No / Cepus Ne : V2302018 Batch Quantity / O6bem naptuu : 761.65 Kg
Analytical Report No / AHaquTH4ecKHii oT4eT Ne : Date of Analysis / laTa anaim3a: 13.10.2023
040002207077
Date of Manufacture / lata npon3Boacrsa : Sep.2023 |Date of Expiry / Cpok rognocty : Aug.2028
Analysis performed according ND / Ananu3 nposegen no H/: JIN011252/01-160123
12 |Assay/ 393.5mg/393.5mr From 360.0 to 440.0 mg of Ci3sHisO:
KonuyectBenHoe (Ibuprofen) per tablet /
oInpeneneHue Ot 360,0 mr no 440,0 mr CisHisO;
(ubynpoden) B Tabnerke
326.00 mg/ 326.00 mMr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napaneramol) B TabseTke
13 | Package / YnakoBka 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. / ITo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6aucrep. Ilo 1, 2 unu 20 6auctepoB B
onucTepy B [a4Ky KapTOHHYK |NadKy KapTOHHYIO BMECTE c
BMECTE C  HUHCTpPYKUMEH MO |MHCTPYKLHUEN N0 NPUMEHEHMIO.
IPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B coorBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bolie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
T'OJIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBogNTCS NPOU3BOAMTENEM IIPH
BBINYCKE NMEPHOAMYECKH: s Kaxaoi 20-0i cepuu uin He MeHee 1 pasa B roa. Iloka3arenp MOXeET ObITh
He BKJTIOUEH B cepTU(hHKAT aHaM3a PUPMBI

Remarks : The Product conforms to ND/
Ipumeuanue: I[Ipoaykrt coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akiawouenue: OJJOBPEHO

Prepared by / @
[MoaroTosneHo: =
Santosh Kumar Maurya

Checked by /
[TpoBepeno: Pardeep Kumar

=

—

Approved by: Manager/Executive/

OnoGpeHo: Menemxep / BOANTEN D
Munish Sharma

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reprint Date:
JlaTa: 13.10.2023

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
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykaun®, TabieTKH, NOKPbITHIE IUIEHOYHOH 060/1049K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302018

Batch Quantity / O6bem naptuu : 761.65 Kg

040002207077

Analytical Report No / AHanHTH4YecKH# oTYeT Ne :

Date of Analysis / {laTa anamuza: 13.10.2023

Date of Manufacture / lata npousBoacTsa : Sep.2023

Date of Expiry / Cpox rogHocTh : Aug.2028

Analysis performed according ND / Anasn3 nposegen no HJ/I: 11 N011252/01-160123

API name (INN) /
Haumenosanne AOGC (MHH):

Tbuprofen / U6ynpoden

Paracetamol / [Tapanetamon

API manufacturer batch number /
Homep cepun nponssoauTeIs
ADC:

PIBM230317

0419/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHuMn
npoussoauTens I'JID:

FEQA00401

FEQA00406

API Manufactured by & country /
IIpounssogutens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / [lpyn Kpuuina
®apmackrotukainc Jita., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT cooTBeTCcTBYET TpeboBaHusM HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

[ToarorosneHo: z

Santosh Kumar Maurya

Checked by /
[TpoBepeHo: Pardeep Kumar

ol

Approved by: Manager/Executive/

Onobpeno: Menemxep / PYKoBOIUTENb
Munish Sharma @

Reprint Date:
Hara: 13.10.2023

Reprint Date:
JHara: 13.10.2023

Reprint Date:
Hata: 13.10.2023

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: L85195AP1984PLCC04507
www.drreddys.com




