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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkauu®, TabaeTkd, NOKPLITbIE NIEHO4YHOH 060/104K0M, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6sem maptiu : 727.50 K

040001923820

Analytical Report No / AnanmuTn4eckHii oT4er Ne :

Date of Analysis / Jlata ananu3a: 30.06.2023

Date of Manufacture / Jlata npossBoacTsa : Jun.2023

Date of Expiry / Cpok rogHocTts : Mé.y.2028

Analysis performed according ND / Ananus nmposeaen mo H/I[: T N011252/01-160123

IIpumeuanue: [IpoaykT coorsercTyet TpeboBanusm HJT

Ne  |Test / IlokasaTes Results/ Pe3y/ibTaThl Specification / Hopma
1 |Description/ Onncanne |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. ./ Tabnetku|core at the cross-section. / ‘l'abnerku
KancynoBUAHOH (OpMbI, NOKPSIThIE|KANCyl0BUAHOH  GOPMbIL,  MOKPBHITbIE
TIJIEHOYHOI 060JI0YKOH OpamKeBOro|NICHOYHOH  000NOUKOH  OpPaHKEBOro
uBeTa, C PUCKOH Ha ONHOW CTOPOHE;|LIBETA, C PHCKOH HAa OAHOH CTOpOHE; Ha
Ha TOMepedHOM paspese — SAPO|[ONEepEeYHOM pa3pese — sAapo Oenoro uim
6enoro LBeTa. nourty 6enoro 1pera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToueHOCTE 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) /
BpeMeHa yaep)KuBaHUS OCHOBHBIX IMHKOB
Ha XpoMmarorpaMme HCIIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHAM  YepKMBaHUA IIMKOB  Ha
XpOMaTorpaMmMe pacTBOpPa CTaHAAPTHBIX
o6pasoB ubynpodeHa u mNapauneTamosa
(pasnmen «KonuuecTBEHHOE
OlpeaesiEHUED)
3 |Average tablets weight 969.0 mg / 969.0 Mr From 9409 mg to 9991 mg
Cpennas Macca (970.0 mg + 3.0 %)/
TabneTok Or 9409 wMr mo 999,1 ML
(970,0 Mr =+ 3,0 %)
Remarks : The Product conforms 1o ND/ Opinion : APPROVED

3aknawuenue: OJJOBPEHO

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarotoBaeHo: [Tposepenq: Himesh Kumar Opo6peno: Meuepkep / PykoBogutens
Pardeep Kumar Qf,, — . : —~. | Ajay Sharma

Reprint Date:. L | Reprint Date: Reprint Date:

Hara: 30.06.2023

Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabaeTkn, NOKPbITHIE MIEeHOYHO0# 06004 K0, 400 mr + 325 mr

[Batch No / Cepust Ne: V2301143

Batch Quantity / O6sem nmaptau : 727.50 Kg

040001923820

Analytical Report No / AHainTHueckuii oTuer Ne :

Date of Analysis / laTa anannsa: 30.06.2023

Date of Manufacture / lata nponspoacTea : Jun.2023

Date of Expiry / Cpox roaroct : May.2028

Analysis performed according ND / Ananus nposegen mo HJ/I: [1N011252/01-160123

99 % to 104 %

4 |Disintegration / 05 min 21 sec/ 05 muu 21 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 Muu
5 |Dissolution / 100 % To 104 % Not less than 70% (Q) of Ci3H;s0,
PactBOpeHune (Tbuprofen) after 30 min /
He wmenee 70 % (Q) Ci3H;50,

(ubynpoden) uepes 30 MR

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmemee 70 % (Q)
(mapaueramon) yepes 30 MuH

CsHoNO»

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IlogroroenexHo:
Pardeep Kumar

-

Checked by /
ITpoBepero; Himesh Kumar

C'“—\:l—’—’—\’_f‘

Approved by: Manager/Executive/

Onobpeno: MeHeiep / Pykosonuresns
Ajay Sharma &

Hara: 30.06.2023

Reprint Date:
Hara: 30.06.2023

Reprint Date:
Iara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabieTKH, MOKPbIThIE NAEHOYHOH 0601049K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6bem naprun : 727.50 Kg

040001523820

Analytical Report No / Auanutudeckuii oTyer No :

Date of Analysis / /laTa ananu3za: 30.06.2023

Date of Manufacture / laTa OpOU3BOACTEA : Jun.2023

Date of Expiry / Cpok rognocts : May.2028

Analysis performed according ND / Ananns nposesen mo HJ[: I1 N011252/01-160123

6 |Related substances /

4-aminophenol (paracetamol impurity)

PojicTBeHHbBIE IPUMECH 0.0003% - not more than 0.005 % /

Method 1 / Meroz 1 ' 4-amuHodeHon (NpUMech napaLeTamona)
- e 6onee 0,005 %

Method 2 / Metoz 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlwobas eOUHUYHAA [IPHEMECE
(ubynpodeHa WM Tapaueramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meron 2)
- He 6onee 0,7 %
9 |Water / Bona 1.9% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpameqanue: [Ipoaykr cooTsercTByeT TpeGoBanusam HJL

3axmovenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBmneHo: ITporepeno: Himesh Kumar [ Ogo6peno: Menemkep / PykosoauTens
Pardeep Kumar ,,,_._I_,’,, ! ~, | Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

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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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabaeTKH, NOKPLITHIE MIeH0YHOo 060104K0H, 400 mr + 325 mr

Batch No / Cepust No : V2301143

Batch Quantity / O6bem naptun : 727.50 Kg

040001923820

Analytical Report No / AHanuTH4ecKHii oTueT Nt :

Datc of Analysis / laTa ananuza: 30.06.2023

Date of Manufacture / Jlara nponssoaersa : Jun.2023

Date of Expiry / Cpok rognocTs : May.2028

Analysis performed according ND / Anaaus nposenen mo HJI: TTNO11252/01-160123

10 Unifor-mity of dosage

NNECHEBBIX FpHGOB

c) E. coli

units /
OnxHOponHOCTD Acceptance value (AV) should be not
JI03UPOBAHHUS 1.3 more than 15.0 /
- Ibuprofen /ubynpoden IMoxazaTens npuemneMoct (AV) nosmken
6xITH He Oonee 15,0
- Paracetariol/ 1.3 Acceptance value (AV) should be not
napaueTamos more than 15.0 /
IMokasarens npueMiaeMocTd (AV) nosmkeH
6nITh He 6onee 15,0
11 |Microbiological purity /
Mukpo6Honoruueckas
yucToTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obwmee uucno |
a3pobHBIX
MHKPOOPTaHH3MOB -
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuee uncno
IPOXOKEBBIX U NA

Shall be absent in lg / OtcyrcTBHE B
ir

Remarks : The Product conforms to ND/
Tpumeuanne: TIpoaykxT cooTeeTcTBYeT TpeboBanmsaM H]J

Opinion : APPROVED
3akmoyenune;: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBJIEHO: Iposepeno; Himesh Kumar | Ono6pero: Menemkep / PykoBoautens
Pardeep Kumarci_, — [ =25 Ajay Sharma &/_

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023 Hara: 30.06.2023 1 Hara: 30.06.2023

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
Hoykauu®, TabueTicn, NOKPLIThIE MIEHOYHOI 06onouKkoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301143

Batch Quantity / O6bem naptum : 727.50 Kg

040001923820

Analytical Report No / Auaantigeckuii oruer No : Date of

Analysis / {aTa anaauza: 30.06.2023

Date of Manufacture / Jlata npon3BogcTBa : Jun.2023 |Date of

Expiry / Cpox roauocty : May.2028

Analysis performed according ND / Anasn3 nposenen no HJI: TTN011252/01-160123

12 |Assay/
KonnuecTBeHHOE
onpezeneHue

395.6 mg/ 395.6 Mr

323.82 mg/ 323.82 mr

From 360.0 to 440.0 mg of CjaH;0;
(Tbuprofen) per tablet /

Ot 360,0 Mr oo 440,0 MI C13H|302
(nbymnpoden) e Tabnerxe

From 292.5 to 357.5 mg of Cz;H;NO;
(Paracetamol) per tablet /

Or 2925 wmr no 357,5 mr CgHsNO:;
(mapaueramos) B Tabnerke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B IIBX/Al 6nucrep. [1o 1
6nucTepy B mNauKy KAPTOHHYIO
BMECTE C  HHCTpYKUMed mo
IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B IIBX/Al
6nuctep. Ilo 1, 2 wnn 20 6muictepor B
TIAYKY KapTOHHYIO BMECTE . C
HHCTPYKILHEH 10 MPHMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsercrsun ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu TeMnepatype He Bbille 25 °C.
16 | ShelfTife / Cpok 5 years / 5 neT
TOXHOCTH

* 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. / IIpoBoguTCA NPOM3BOAMTENEM NPH
BBITYCKE MEpHOAUYEcKH: A Kaxaoi 20-0if cepud wim He MeHee 1 pasa B rof. [loxasaTens MOXET OBITH
He BKJIFOUEH B cepTHOHKAT aHATH3a GHUPMEI

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT coorBercTeyeT Tpebosanuam HJI

Opinion : APPROVED
3akmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
INoarorosneHo: ITposepeno; Himesh Kumar | Ono6peno: Menemkep / Pyxosomurens
Pardeep Kumar i Ql/’_'a Ajay Sharma @/

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06,2023 Hara: 30,06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tabléts, 400 mg + 325 mg
MU6yKkaun®, TablleTKH, NOKPBIThIE M1eHo4HO 06omoykoii, 400 mr + 325 mr

Batch No / Cepua Ne : V2301143 Batch Quantity / O6bem naprTuu : 727.50 Ko
Analytical Report No / AHaanTH4eckuit ordeT No : Date of Analysis / JaTa ananuza: 30.06.2023
040001923820

Date of Manufacture / JIaTa npoussoacria : Jun.2023 |Date of Expiry / Cpok rogsoctn : May.2028

Analysis performed according ND / Ananus nposegen o HJI: T1N011252/01-160123

API name (INN) /

Haumenopanne A®C (MHH):
API manufacturer batch number /
Homep cepuy NpoH3BORUTENA - PIBM230100, PIBM230101 1306/22-23
ADC:

FP Manufacturer API Batch
number /

‘Homep cepun cy6eranumm FEQAO00184, FEQAO00185 FEQAO00187
npou3soautens I'JID:

Ibuprofen / Ubynpoden. Paracetamol / ITapaueramon

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa 3xtus India / lllpu Kpunina

IIpoussopurenars ADC, cTpana: dapma Caiiencus Jlumuren, ®dapmackroTukanc Jita., Uanus
Hugns
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Ipoaykr cootsercTByeT Tpebosanyam HJ | 3akmouenune: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TonrotoBneHo: IMposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosoautesns
Pardeep Kumar - C:—kh Ajay Sharma a/
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Hara: 30.06.2023 Hata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85185AP1584PLC0O04507
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