Dr.Reddy’s %€

Dr. Reddy's Laboratories Ltq,
Formulation Unit-&

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®OUKAT AHAJIA3A

Pagel10f6/Crp. 1436

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknuu®, TabiIeTKH, NOKPBITHIE ILIEHOYHOH 060109K0i, 400 Mr + 325 Mr

| Batch No / Cepus Ne : V2301146

Batch Quantity / O6bem napThu : 718.955 Kg

040001931890

Analytical Report No / AHanuTHYecKH#i oT9eT Ne :

Date of Analysis / [laTa ananu3a: 30.06.2023

Date of Manufacture / Jlata npor3soacrsa : Jun.2023

Date of Expiry / Cpox roanocrs : May.2028

Analysis performed according ND / Anauu3 nposesen mo HJ: 11 N011252/01-160123

Noe |Test/Ilokazarenn

Results/ PesynsTaThi

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerkn
KancynopuaHoi ¢opMbl, MOKPBITHIE
NJIeHO4HOH 060NI0UKOl OpaHKeBOTo
1[BET2, C PHCKOH Ha OAHOU CTOPOHE;
Ha IIONepeYHOM paspese — Sipo
6enoro uBera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KAICYJOBUAHOK  (OpMBI,  MOKPEITBIE
UIEHOYHOM  ODOJIOYKOH  OpaHXXeBOro
[[BETa, C PUCKOH Ha OJHOU CTOPOHE; Ha
NOMepeYHOM pa3pese — SApo 6enoro wim
noyTH 6enoro uBeTa.

2 |Identification /
TToxnuHHOCTH

Complies as prescribed/
Co0TBETCTBYET

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 yoep)KMBaHUs OCHOBHBIX ITHKOB

Ha XpoMarorpamMme HCIIBITYEMOI'Q
pacTBOpa JOJIDXHBI COOTBETCTBOBATH
BpEMEHaM  YIAEPXKHUBaHUA NMUKOB HA

XpOMATOrpaMMe pacTBOpa CTaHJapTHBIX
obpasuos ubynpodeHa M mapaieramona

IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBaHusaM HJ{

(paznen «KonniyecTBeHHOE
OTIpeACTIEHNE)
3 |Average tablets weight 973.3 mg/973.3 mMr From 9409 mg to 999.1 mg
CpenHsa Macca (970.0 mg+3.0 %)/
Taberok Or 9409 wMr mo 999,1 M
(970,0 Mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: ONOBPEHO

Prepared by / Checked by /
IToaroropnexo: E Ipoeepero: Himesh Kumar

Pardeep Kumar

Approved by: Manager/Executive/
Opo6peHo: Menemxep / PykoBoauteis

Ajay Sharma (&

Reprint Date:
JlaTa: 30.06.2023

Reprint Date:.
Harta; 30.06.2023

Reprint Date:
Mata: 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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:'.

Dr. Reddy's Laboratories Ltq.
fFormulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHATH3A

Page2 of 6 /CTp. 2 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxnun®, TabieTrkn, NOKPLIThIE IIEHOYHOMH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301146

Batch Quantity / O6bem naptun : 718.955 Kg

040001931890

Analytical Report No / AHasuTH4ecKHii oTdeT Ne : Date of Analysis / JaTa ananusa: 30.06.2023

Date of Manufacture / Jlata npomssogctsa : Jun.2023  |Date of Expiry / Cpox roanocts : May.2028

Analysis performed according ND / Ananu3 nposegen no HJI: IT N0O11252/01-160123

4 |Disintegration / 05 min 28 sec/ 05 mun 28 cex  |Not more than 30 min /
Pacnanaemocts He Gosnee 30 MuH
5 |Dissolution / 98 % To 103 % Not less than 70% (Q) of Ci3H;50,
PacrBopenue (Tbuprofen) after 30 min /
He wmenee 70 % (Q) CiHisO
(ubynpoden) uepes 30 MUH
99 % to 105 % Not less than 70% (Q) of CgHsNO;
(Paracetamol) after 30 min /
He wMewee 70 % (Q) CsHoNO,
(mapaneramon) yepes 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykt coorsercryet Tpebosannam HJ[ | 3axaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[TogrotosineHo: I[Tpoeepeno: Himesh Kumar | Ono6peno: Menejpkep / PykosoauTens
Pardeep Kumar Ajay Sharma @/
Reprint Date:. Reprint Date: Reprint Date:
Jara: 30.06.2023 Jara: 30.06.2023 Jara: 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




Dr.Reddy’s “:‘.

Dr. Reddy's Laboratories Ltdg_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A

Page3 of 6/ Crp.3 43 6

(Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknnu®, TabaeTku, NOKpLIThIE UIEHOYHOi 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne: V2301146

Batch Quantity / O6bem naprux : 718.955 Kg

040001931890

Analytical Report No / AHanuTHYecKHii oT4eT No :

Date of Analysis / /laTta anann3a: 30.06.2023

| Date of Manufacture / JlaTa npou3BofcTBa : Jun.2023

Date of Expiry / Cpok rognocTts : May.2028

| Analysis performed according ND / Ananus nposenes o HJ: TIN011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

IIpumeqanne: IIpoayxr cooTBeTcTBYET TpeboBanuaM HII

3akmouenne: OJOBPEHO

PoncTBeHHblE TpUMeEcH - not more than 0.005 % /
Method 1 / Meron 1 4-amuHodeHo (MpuMech MapalieTaMora)
- He 6onee 0,005 %
Method 2 / Metop 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlro6as eAUHUYHasA IIPUMECh
(ubynpodeHa WIM NapaueTamona) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Meroz, 1 + MeTog 2)
- He 6onee 0,7 %
9 |Water/ Boga 1.7% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ | Opinion : APPROVED

Hara: 30.U6.20L3

Prepared by / Checked by / Approved by: Manager/Executive/
IToxrorosneHo: [poeepeno: Himesh Kumar Opo6peno: Menemxep / PykoBoauTeb
Pardeep Kumar Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

HMara: 3U.Ub..LUL3

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 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltq._
Farmulation Unit-6

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

CEPTHOUKAT AHAJTHN3A

Paged4of 6/ Crp.4u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hoykaun®, TabaeTkn, MOKpLIThIE IUICHOYHOH 060.104K0H, 400 mMr + 325 mr

Bateh No / Cepus Ne : V2301146

Batch Quantity / O6nem naptuu : 718.955 Kg

Analytical Report No / AHaauTHYecKHH oT4yeT No :
040001931890

Date of Analysis / lata agaau3a: 30.06.2023

Date of Manufacture / Jlata npousBogersa : Jun.2023

Date of Expiry / Cpok ropgsocts : May.2028

Analysis performed according ND / Ananu3 nposesien no HJL: T1 NO11252/01-160123

HAPOXOKEBEIX U
IJICCHCBBIX FpHGOB

¢)E. colir

10 Uniformity of dosage
units /
OnHOpOaHOCTh Acceptance value (AV) should be not
IO3UPOBaHHUS 1.5 more than 15.0 /
- Ibuprofen /ubynpocden IMoxazatens npuemneMocTi (AV) nomkeH
651Th HE bonee 15,0
- Paracetamol/ 1.6 Acceptance value (AV) should be not
TIapaleTamorl more than 15.0 /
TlokazaTens npuemiaeMocTd (AV) qomkeH
6®ITE HE Honiee 15,0 e
[1 |[Microbiological purity /
Mukpo6Honoruieckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Obmee HUCIO
a3pobHbIX
MHKpPOOPTaHH3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Obmee 4uCIO
NA

Shall be absent in 1g / OTCyTCTBHE B
ir '

Remarks : The Product conforms to ND/
Ipameuanne: [poAykT cooTseTeTBYET Tpebosanuam HII

Opinion : APPROVED
3axmovenue: Q{OBPEHO

JTata: 30.06.2023

Jata: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
Ioarororneno: [Tposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosonutels
Pardeep Kumar Q{,, Ajay Sharma @/

- —
Reprint Date:. Reprint Date: Reprint Date:

Jlara: 30.06.2023

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

CIN: L8519$AP1984PLC004507
www.drreddys.com




: ‘. 3 Dr. Reddy's Laboratories Ltq.
t/ o® Formulation Unit-6
Dr' Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIl A,
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJTHU3A

Page50of 6/ Crp.5u36

Product: Ibuclin, film-coated tablets, 400 mg +325 mg
| Hoykauu®, TabaeTicn, NOKpLIThHIE MieHouHoit 060,104Koii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301146 Batch Quantity / O6bem napras : 718.955 K¢
Analytical Report No / ABanuTHYecKkuii order Ne : Date of Analysis / Iara ananuza: 30.06.2023 |
040001931890

Date of Manufacture / Jlata npon3ssopcrsa : Jun.2023 | Date of Expiry / Cpox rogHocts : May.2028

Analysis performed according ND / Ananu3 nposesen no HJL: T1 N011252/01-160123

(12 [Assay/ 402.0 mg /402.0 Mr From 360.0 to 440.0 mg of Cp;H;30;
KonuuecTBeHHOE (Tbuprofen) per tablet /
onpejeneHue Or 360,0 mMr mo 440,0 mMr C;3H;50;
(wBynpoder) B TabneTke
328.86 mg/ 328.86 mr From 292.5 to 357.5 mg of CzHoNO,
(Paracetamol) per tablet /

Or 292,5 mMr go 357,5 mr CsHoNO;
(napauetamon) B TabneTke

13 | Package / YmakoBka |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. / ITo 10 tabnerox B IIBX/Al
tabnerok B IIBX/Al 6nuctep. [To 1 |6nucrep. Tlo 1, 2 wmm 20 6amcTepoB B

6nucTepy B Nadky KapTOHHYIO |mayky KapTOHHYIO BMECTE G
BMECTE C  MHCTPYKHHEW TI0 |HHCTPYKUHEH IO IPHMEHEHHIO.
NPUMEHEHHIO.

14 | Labeling / Mapxuposka| According to ND. / B cootserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [1pn TeMnepatype He Bhie 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
TOJIHOCTYH

* 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. / [IpoBoguTcs npou3BoauTeIeM IPH
BEITYCKE IIEPHOJMYECKH; NI KaxI0K 20-0if cepuu win He MeHee 1 pasa B ro. Ilokazatens MOXeT ObITHh
HE BKJIIOYEH B cepTH(UKAT aHanu3a GupMbl

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanme: [Tpoaykr cootserctByet Tpebopanusam HI{ | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IlogrorosneHo: [Tpoeepeno: Himesh Kumar Onobpeno: Menezkep / Pykosoqurens
Pardeep Kumar Qﬁ/ Ajay Sharma &
= 5
Reprint Date:. Reprint Date: Reprint Date:
JTara- 30 0 2023 Jata: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd

@oe
‘ b/ og Formulation Unit-6
Dr. Reddy s ‘0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND]A
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIU3A

Page6of6/CTp, 6u3b6

Prdduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, TabneTKkH, NOKpPHITHIE [L1EHO4HOH 0601049Koif, 400 mMr + 325 mMr

Batch No / Cepnst Ne : V2301146 Batch Quantity / O6bem napruu : 718.955 Kg
Analytical Report No / AHanuTH4YecKkui oTyer Ne : Date of Analysis / laTa anann3a: 30.06.2023
040001931890 )
Date of Manufacture / [lata npoussoactsa : Jun.2023 |Date of Expiry / Cpok rogsocru : May.2028

Analysis performed according ND / Anasnu3s nposenen mo HJ/I: [IN011252/01-160123

ﬁ:ﬁ:::;lgﬁ) ‘( @C (MHH): Ibuprofen / U6ynpoden Paracetamol / [TapanetaMon
API manufacturer batch number /
Homep cepun NpoH3BOAHTENA PIBM230149 5043/2526?;}21; (;63/22-23’
ADC:
FP Manufacturer API Batch
number / FEQA00169, FEQA00187,
Homep cepuu cyGcTaHIIHH e FEQA00189
npoussoguTens IJId: | T
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / Hlpu Kpuina
IIponssoautens APC, crpana: ®apma Cajtercns Jlumuren, Qapmackiotukasic JIta., Maaus
| Hnpus
RemarKks : The Product conforms to ND/ - ' Opinion : APPROVED
Ipumeuanue: [Tponykr coorsercTyet TpeGoanusm HJI | 3axmouenne: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/

Pardeep Kumar — Ajay Sharma

N

IloarorosneHo: f Iposepeno: Himesh Kumar Onobpeno: MeHeSep / PyxoBoauTens

Reprint Date:. Reprint Date: Reprint Date:
Jlara: 30.06.2023 Hara: 30.06.2023 Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddys.com




