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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, TabiieTKH, NOKPbIThIE NJIeHOYHOIi 060/104K0#, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301252

Batch Quantity / O6bem naptuu : 776 Kg

040001971558

Analytical Report No / Ananurudecknii or4er Ne :

Date of Analysis / JlaTa anannsa: 22.07.2023

Date of Manufacture / JaTa npon3soacrsa : Jun.2023

Date of Expiry / Cpok rogaocry : May.2028

Analysis performed according ND / Auann3 nposesien mo HJL: TI N011252/01-160123

ITpumeuanne: [TpoayKT cOOTBETCTBYET TpeboBaHusm HJI

Ne | Test / IlokazaTean Results/ Pe3ybTaThl Specification / Hopma
1 |Description/ Onucanve |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../  Tabnertku|core at the cross-section. / Tabnerku
KarcyJOBUAHOW (GOPMBI, MOKPHIThIE|KANCYNTOBUAHONH  GOPMBI,  MOKpBIThIE
TJIEHOYHOM 0GONOYKOM OpaHXKEeBOro|IJICHOUHOH  00O0JIOYKOH  OpaHXeBOro
1IBETa, C PUCKOM Ha OAHOW CTODOHE;|I[BETA, C PUCKON Ha ONHOW CTOPOHE; Ha
Ha IONepeuHOM paspese — sAPO|MONEepPeyHOM paspese — sifpo 6enoro uiu
Henoro uBeTa. noyTH GEJoro LBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTD 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) /
Bpemena yaep)xiBaHUs OCHOBHBIX NHKOB
Ha Xpomarorpamme UCTBITYEMOTO
pacTBOopa  MOJDKHBl ~ COOTBETCTBOBAThH
BpEMEHaM  yIEpXXHBaHUS [HKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpaslor ubynpodeHa u naparneramorna
(paznen «KonnuectBeHHOE
onpeeseHIE»)
3 |Average tablets weight 977.4 mg/977.4 mr From 9409 mg to 9991 mg
Cpennsisa macca (970.0 mg £+ 3.0 %) /
TabNeETOK Or 9409 wMr go 999, MT
(970,0 mr =+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axnrouenue: OIOBPEHO

R
Y

Jara: 22.07.2023

Hara: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroToBneHo: IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurens
Ankit i Amit Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata: 22.07.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
%Kﬂun@, TabJ1eTKH, IOKPLITHIE NJIeHOYHOH 060a04K0i1, 400 mr + 325 mr

Batch No / Cepusi No : V2301252

Batch Quantity / Oobem naptuu : 776 Kg

Aunalytical Report No / Auanuruueckuii oryer No :
040001971558

Date of Analysis / laTa anaaun3a: 22.07.2023

Date of Manufacture / Jlata npousBoactsa : Jun.2023

Date of Expiry / Cpokx rogHocts : May.2028

Analysis performed according ND / Ananu3 nposeaen no H: [T N011252/01-160123

4

Disintegration /
PacnanmaemocTth

07 min 31 sec/ 07 mun 31 cek

Not more than 30 min /
He 6onee 30 mun

Dissolution /
PactBopenue

96 % To 100 %

95 % to 100 %

Not less than 70% (Q) of C;3H;50;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 Mun
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napaueramou) 4epes 30 MUH

CiH 302

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: I[Iponykt coorBercTByeT Tpebopanusm HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

IaTa: 22.07.2023

Jara: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroroBneHo: [IposepeHo: Pardeep Kumar Onob6peHo: Menemxep / PykoBoaurens
Ankit - Amit Kumar N

/ Ci’;‘ e £
Reprint Date:. Reprint Date: Reprint Date: !

Hara: 22.07.2023

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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CEPTU®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, Ta61eTKH, NOKPbIThIe MUIEHOYHOKH 000/104KOi, 400 mr + 325 mr

Batch No / Cepus Ne : V2301252

Batch Quantity / O6bem maptum : 776 Kg

040001971558

Analytical Report No / AHanuTHYecKHit oT4eT Ne :

Date of Analysis / /laTa anannsza: 22.07.2023

Date of Manufacture / lata npousBoactsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anaan3 nposeaex no HJI: T1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

Npumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBaHuaM HJI

PoacteeHHble puMecu - not more than 0.005 % /
Method 1/ Merog 1 4-amuHodeHon (pUMech napaneTaMmona)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlobas €AMHUYHAS NPUMECH
(wbynpodena WM mapaueramosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Merog 1 + Metog 2)
- He 6onee 0,7 %
9 |Water/Bogaa 1.7% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenune: OJOBPEHO

Hara: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: [Tpoeepeno: Pardeep Kumar Onpo6peno: Menemxep / PykoBoautens
Ankit Amit Kumar AN N—

Reprint Date:. Reprint Date: Reprint Date: '

Hara: 22.07.2023

Hara: 22.07.2023

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

CIM: L85195AP1984PLC004507
www.drreddys.com
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Cormmulation Lot O
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A -

Page 4 of 6/ CTp. 4 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykauu®, TabeTKH, IOKPbIThIE MUIEHOYHOI 060104K0i, 400 mMr + 325 mr

Batch No / Cepust Ne : V2301252

Batch Quantity / Oobem naptum : 776 Kg

040001971558

Analytical Report No / AHanuTHYeckuii oTyeT No :

Date of Analysis / laTa ananau3a: 22.07.2023

Date of Manufacture / Jlara npoussoacTsa : Jun.2023

Date of Expiry / Cpok roguoctu : May.2028

Analysis performed according ND / Anain3 nposeaen mo HJI: II N011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /
OxHOpOAHOCTD Acceptance value (AV) should be not
JO3UPOBaHUS 0.9 more than 15.0 /
- Ibuprofen /ubynpoden ITokazatens npuemieMocty (AV) nosken
65ITH He Oomee 15,0
- Paracetamol/ 0.9 Acceptance value (AV) should be not
rapaneTamort more than 15.0 /
[Tokazatens npuemieMoctu (AV) nosmkeH
OBITH He Oonee 15,0
11 |Microbiological purity /
Mukpobuonorydeckas
yucrota*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O6b11iee yucno
a’pobHBIX
MHKPOOPraHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Obee yucno
JPOXOKEBBIX U
ILIECHEBBIX TpUbOB NA

Shall be absent in lg / OrcyTcTBHE B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
INoarorosaeHo: Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurensb
Ankit & Amit Kumar Av;\\,— =

= il
Reprint Date:. Reprint Date: Reprint Date: i
Hara: 22.07.2023 Hara: 22.07.2023 Hata: 22.07.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIM3A

Page S of 6/ Crp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mo | Moyxkann®, Tab/1eTKH, NOKPLIThIE IJ1eHOYHOMH 000104K0i, 400 mr + 325 mr
Batch No / Cepust Ne : V2301252 Batch Quantity / O0bem mapruu : 776 Kg
Analytical Report No / AnasuTuyecknii oryer No : Date of Analysis / laTta ananausa: 22.07.2023
1040001971558
Date of Manufacture / Jlata npoussoictsa : Jun.2023 |Date of Expiry / Cpok rognoctu : May.2028
Analysis performed according ND / Ananu3z npoBegen no HJI: JI N011252/01-160123
12 |Assay/ 401.1 mg/401.1 mr From 360.0 to 440.0 mg of Ci3HisO:
KonuvecteenHoe (Ibuprofen) per tablet /
onpejieneHue Ot 360,0 mr go 440,0 mr C;3H;30,
(ubynpoden) B Tabnetke
328.99 mg/ 328.99 mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr jmo 357,5 mr CsHoNO,
- (mapaueramon) B TabneTke
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. / [lo 10 |in a carton. / Ilo 10 tabnerok B I1IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6auctep. o 1, 2 umn 20 GnucrepoB B
O6nmictepy B NauyKy KapTOHHYIO |madky KapTOHHYIO BMECTe c
BMECTE C  HWHCTPYKUMEH MO |MHCTPYKUHEH Mo MpUMEHEHHUIO.
PUMEHEHHUIO,
14 | Labeling / MapxupoBka | According to ND. / B coorBerctBuu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ilpu temnepatype He BbILe 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
T'OJAHOCTH

* 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. / IIpoBOAUTCS TPOU3BOAUTENEM IIpU
BBIIYCKE MEPUOJUUECKH: JUIsl Kaxxaoi 20-oii cepun unu He MeHee | pasa B roj. ITokaszarens MOXET ObITh
HE BKJIIOYEH B cepTU(UKAT aHaIH3a PUPMBI

Remarks :

The Product conforms to ND/
IIpumeuanue: IIponykr coorBercTByeT TpeboBanuam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarororneno: ﬂ [TpoepeHo: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoaurens
Ankit o ’ Amit Kumar AN—

<:L,- ,! _—
Reprint Date:. Reprint Date: Reprint Date:
Harta: 22.07.2023 Hata: 22.07.2023 Harta: 22.07.2023

Registered Office: 8-2-337, Road No.

2, 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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A .

Sormulaticon Laitd

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ Cp. 6 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| U6yxkanu®, Tab/1eTKH, OKPLITbIE ILIEHO4HOIi 0001049K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2301252

Batch Quantity / O6bem naptuu : 776 K g

040001971558

Analytical Report No / Ananurudeckuii oruer Ne :

Date of Analysis / lata ananu3za: 22.07.2023

Date of Manufacture / lata npoussoacTsa : Jun.2023

Date of Expiry / Cpok rogaocrn : May.2028

Analysis performed according ND / Ananu3s nposenen mo HJI: [TN011252/01-160123

API name (INN)/
Haumenoanne A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepuu Npon3BoaHTeNsI
ADC:

PIBM230149

5045/22-23

FP Manufacturer API Batch
number /

Homep cepun cy6cTaHIMH
npoussoautessa I'JIP:

FEQA00217

FEQA00189

API Manufactured by & country /
Ipoussoautens APC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa 3xTuUB
®apma Caiiencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals Ltd.,
India / Ipu Kpuiuna
®apmacerotuxanc JIta., Uanus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMToarorosneHo: ﬁ [Tposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBonurens
Ankit E Amit Kum A~

— I ar p
Reprint Date:. Reprint Date: Reprint Date: !
Hara: 22.07.2023 Hara: 22.07.2023 Jara: 22.07.2023

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




