Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSISW\N\r,ldr;g:Q\IgU,‘
CEPTHO®UKAT AHAJIU3A

Page10f6/Ctp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauHa®, Ta61eTKH, NOKPHIThIE IJIEHOYHOi 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302297

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHaanTHYecKHii oryer Ne
040002289890

Date of Analysis / lata ananu3za: 28.11.2023

Date of Manufacture / Jlata npousBoacTpa : 10/2023

Date of Expiry / Cpok rogxocts : 09/2028

Analysis performed according ND / Anamu3s nposeaen no HJL: I N011252/01-160123

Ne |Test / Iloka3zaTenb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onncanue |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../  Tabnerku|core at the cross-section. / TabneTku
KancyJIOBUHOH (DOPMBI, IMOKPHIThIE|KaNCyI0BUAHOH  (QOPMBI,  TIOKPBITHIE
TJIEHOYHOM 06O0JIOYKOH OpAaHXEBOTO|MICHOYHOH  OOONOYKOH  OpaHXeBOro
L(BETA, C PUCKOW HA OJHONM CTOPOHE;|lIBETa, C PUCKOH HAa OJHOW CTOpPOHE; Ha
Ha TIONEPEYHOM paspe3e — SAPO|MONMEpedHOM paspese — sApo 6enoro v
6enoro uBeTa. nmouTH 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TomyiuHHOCTD CooTBeTCTBYET the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram off
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa ynepUBaHUsI OCHOBHBIX ITMKOB
Ha XpoMaTorpamme HCTIBITYEMOrO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBAThH
BpEMeHaM  yIepXHUBaHUs IHMKOB  Ha
XpoMaTorpaMme pacTBopa CTaHIapTHBIX
obpasuoB ubynpodeHa u NapaleraMmolia
(paznen «KonugyecTreHHOE
OIIpeiCTIEHUEY)
3 |Average tablets weight 974.1 mg/ 974.1 mr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg+3.0 %) /
TabJIETOK Or 940,9 wMr pmo 999,1 MT

(970,0 mr+ 3,0 %)

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykTt cooTBeTcTBYeT Tpebopanusm HJI

Opinion : APPROVED
3akmouenue: OZOBPEHO

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosieHo: J [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep / Pyi{mﬁmﬂem;
Rama Kant ' Manoj K

ama Kan @w\/ QT‘// anoj Kumar @E".’“A
Reprint Date:. Reprint Date: Reprint Date:

Jata: 28.11.2023

Hara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS 1 crrod-vs cor
CEPTH®UKAT AHAJIM3A

Page2 of 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Ta6JIeTKH, MOKPbITHIE JIEHOYHOH 060109K0k, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302297

Batch Quantity / O6bem naptuu : 776.0 Kg

040002289890

Analytical Report No / Asaautudeckuii order Ne :

Date of Analysis / lata anayim3a: 28.11.2023

Date of Manufacture / lata nmpoussoacrsa : 10/2023

Date of Expiry / Cpok rogaoctn : 09/2028

Analysis performed according ND / Ananus nposeaen no HJI: TTN011252/01-160123

4 |Disintegration /

PacnagaemMoctb

08 min 57 sec/ 08 muH 57 cex

Not more than 30 min /
He 6oinee 30 MuH

5 |Dissolution /
PactBopeHue

97 % To 101 %

99 % to 103 %

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

He wmenee 70 % (Q)
(u6ynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napanetamod) yepes 30 MUH

Ci3Hi50;

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITpoBepeno: Pardeep Kumar Onobpeno: Menexep / PykoBoauTeb
Rama Kant m D 4;/ Manoj Kumar =

Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.11.2023 Jara: 28.11.2023 Jlara: 28.11.2023

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

CIN: L85195AP1984PLC00O4507
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Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS .. drreciivs.con
CEPTU®UKAT AHAJIM3A

Page30f6/Crp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabaeTKH, NOKPBIThIE NIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302297

Batch Quantity / O6bem naptan : 776.0 Kg

040002289890

Analytical Report No / AHajnTH4Yeckuii oTueT No :

Date of Analysis / /laTa ananmusa: 28.11.2023

Date of Manufacture / /lata npoussoacrsa : 10/2023

Date of Expiry / Cpok roagnocru : 09/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: TIN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

PoncteeHHble NpUMeCH - not more than 0.005 % /
Method 1 / Meron 1 4-amuHo(denon (IpuMeck MnapaueraMmona)
- "e 6oinee 0,005 %
Method 2 / Meron 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHHYHAs MPHMECh
(ibynpodeHa WMy mNapaleramosa) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)
0.06% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meron 2)
- ge 6onee 0,7 %
9 |Water/Bogna 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akuouenne: OJIOBPEHO

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBJ/eHo: Iposepero: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoaureins
|| Rama Kant Manoj Kumar £ J
' / ' . [4Z
Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.11.2023

Jara: 28.11.2023

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@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €&

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

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

CERTIFICATE OF ANALYSIS ..., drreddys.con
CEPTUGUKAT AHAJIM3A

Page4 of 6/ CTp. 4 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxkauH®, TabneTKH, NOKPLIThIE INIEHOYHOIH 060104K0H, 400 mr + 325 mr

Batch No / Cepnst Ne : V2302297

Batch Quantity / O6pem naptun : 776.0 Kg

040002289890

Analytical Report No / Ananuru4yeckui oryer Ne :

Date of Analysis / Jlata ananusa: 28.11.2023

Date of Manufacture / Jlata npoussoacrsa : 10/2023

Date of Expiry / Cpok roguocts : 09/2028

Analysis performed according ND / Ananu3s nposegen mo HJ/I: [1 N0O11252/01-160123

10 [Uniformity of dosage

units /

OmHOPOIHOCTh Acceptance value (AV) should be not

JIO3MPOBAHUS 3.2 more than 15.0 /

- Ibuprofen /ubynpoden [Mokazarens npuemiemocty (AV) nomxeH
OBITH He Oonee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napaneTamort more than 15.0 /
[okazarens npueMaeMocT (AV) nokxeH
6biTh HE OoJiee 15,0

11 |Microbiological purity /

Mukpobuonoruueckas

ypcrora*

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

microbial count / He 605ee 1000 KOE/r

Obuiee uucno

a3pOOHBIX

MHUKPOOPraHH3MOB

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

yeasts and mould count He 6onee 100 KOE/r

/ Obiee yuco

JPOAOKEBBIX U

MIJIECHEBBIX TpUbOB

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

ir

Remarks : The Product conforms to ND/
IIpumeuanmne: IIpoaykr coorBercTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo; r [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurensb
Rama Kant eV Manoj Kumar .

e L
Reprint Date:, Reprint Date; Reprint Date;
Hara: 28.11.2023 Hara: 28.11.2023 Jara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 Qs

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 68166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.cor
CEPTUOUKAT AHAJIM3A

Page Sof 6/ Crp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabeTKH, MOKPHIThIE IVIEHOYHOi 060104K0M, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302297

Batch Quantity / O6bem naptum : 776.0 Kg

040002289890

Analytical Report No / AnanuTudeckuif oryer Ne :

Date of Analysis / /lata ananau3sa: 28.11.2023

Date of Manufacture / Jlata mpoussoacrsa : 10/2023

Date of Expiry / Cpok rognoctu : 09/2028

Analysis performed according ND / Anann3 nposesnen no HJI: I1N011252/01-160123

12 |Assay/

OlIpEAEC/ICHUE

KosmyecTBeHHOE

388.9mg/388.9 mr

320.36 mg/ 320.36 mr

From 360.0 to 440.0 mg of CisHisO,
(Ibuprofen) per tablet /

Or 360,0 mMr go 440,0 mr Ci;3H;sO2
(ubynpoden) B Tabnetke

From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

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

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nuctep. ITo 1
onuctepy B MayKy KapTOHHYIO

BMECT€ C  MHCTpYKIHMEH 10

IPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Ttabnerok B [IBX/Al
6unucrep. ITo 1, 2 unu 20 GnuctepoB B
nauky KapTOHHYIO BMECTE c
WHCTPYKIHUEH 110 NIPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootetcTBuu ¢ HJI.

XpaHeHue

15 | Storage conditions /

At temperature not more than 25 °C. /
IIpu Temneparype He Bbile 25 °C.

roOAHOCTH

16 | Shelf life / Cpoxk

5 years / 5 net

* 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. / [IpoBoauTCS IPOU3BOAUTENEM NPH
BBINYCKE ITEPUOAMYECKH: As Kaxaoi 20-oii cepun uix He MeHee 1 pa3za B roa. Ilokasarens MoxeT OBITH
He BKJIIOYEH B cepTU(UKAT aHanu3a GrupMbl

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jata: 28.11.2023

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroeneHo: [Tposepeno: Pardeep Kumar OnobpeHo: MeHe;pKep / PykqBOOuTeib
Rama Kant .,lj Manoj Kumar wﬁ

Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy'’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS v direddvs.cor

CEPTU®UKAT AHAJIM3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, TabiaeTkd, MOKPHITHIE NIEHOYHO# 000104K0MH, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302297

Batch Quantity / O6bem naprum : 776.0 Kg

040002289890

Analytical Report No / AHanuTndeckuii otyer Ne :

Date of Analysis / /laTa anaan3za: 28.11.2023

Date of Manufacture / Jlata npousBogctsa : 10/2023

Date of Expiry / Cpok rognocts : 09/2028

Analysis performed according ND / Anasn3 nposegen no HJI: TIN011252/01-160123

API name (INN) /

Haumenosanue AGC (MHH): Ibuprofen / U6ynpoder Paracetamol / [1apaueramon
API manufacturer batch number /

Homep cepuyt NPOH3BOIUTEIS PIBM230356 0321/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00450 FEQA00437

Howmep cepuu cyGcTaHIUH
npouspoauTens I'JIdD:

API Manufactured by & country /
Ipouseoguress ADC, crpana:

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

Sri Krishna Pharmaceuticals Ltd.,
India / [LIpu Kpuiina
®apmacetotukaic JItn., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanme: ITpoaykr coorBeTcTBYeT TpeboBanusiM HJI

Opinion : APPROVED
3axmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HDMOTOBHEHM ITposepeHo: Pardeep Kumar | OnobpeHo: Menemxkep / PykopoauTess
Rama Kant QL Manoj Kumar N j

_ bl
Reprint Date:. Reprint Date: Reprint Date:
Hata: 28.11.2023 Hata: 28.11.2023 Mara: 28.11.2023

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




