Dr.Reddy’s Q

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.F, 172 205, INDIA
Tel: +91 88166 56001-02

CERTIFICATE OF ANALYSIS W/w.diredays.com
CEPTUOUKAT AHAJIM3A

Pagelof 6/ Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabsieTKH, HOKPBITHIE J1eHOYHOH 060104K0ii, 400 mMr + 325 mr

Batch No / Cepusa Ne : V2301820

Batch Quantity / O6bem napTuu : 768.85 Kg

Analytical Report No / AHanuTH4YecKkHii oT4eT Ne :
040002129185

Date of Analysis / JlaTa ananu3za: 27.09.2023

Date of Manufacture / laTa npon3soacrsa : 08/2023

Date of Expiry / Cpok rogsoctu : 07/2028

Analysis performed according ND / Auanu3 nposegen mo HJ: TI N011252/01-160123

Nt |Test/ Ilokasaten Results/ PesyabTarTsl Specification / Hopma
1 |Description/ Onucanne |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
KaICYJOBHAHONH (OpPMBI, TMOKPBITHIE KaNCYTOBUAHOH  (GOPMBI,  IOKPHITHIE
IJIEHOYHOM 06O0NOYKOM OpaHXEBOro|MJIEHOYHOH  0DONOYKOH  OPaHXKEBOTO
I[BETA, C PUCKOM Ha OMHOM CTOpOHE;|LBETa, C PUCKOH Ha OLHOM CTOPOHE; Ha
Ha TIOMEpeYHOM paspe3e — SIpO|MonepedHoM paspese — sSApo Oenoro Hiu
Henoro nBerta. o4TH 6€JI0ro [BeTA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
Ilopnnuunocts 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) /
Bpemena ynep>uBaHUs OCHOBHBIX IHKOB
Ha XpOMaTorpaMmme UCTBITYEMOr O
pacTBopa  JOKHBI ~ COOTBETCTBOBATb
BpeMeHaM  yZEpXKHBaHUs IHUKOB Ha
XpoMaTrorpaMMe pacTBOpa CTaHJapTHHIX
obpasoB ubynpodeHa W mapaieramona
(pazmen «KonuuectBeHHOE
OIIpEZICTICHUEY)
3 |Average tablets weight 970.9 mg/ 970.9 mMr From 9409 mg to 999.1 mg
CpenHss Macca (970.0 mg £ 3.0 %) /
TabJIETOK Or 9409 wmr nmo 999,1 MT

(970,0 mr =+ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanme: [Tpoaykr coorBercTByeT TpeboBanuam HJ

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / @_
IloaroroBieHo:

Santosh Kumar Maurya

Checked by /
IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

el

Reprint Date:.
Hara: 11.12.2023

Reprint Date:

Hara: 11.12.2023

Reprint Date:
Harta: 11.12.2023

Resistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol +01 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@direddys.com

Cli: LS5195AP1924PLCO0A507
wwiw.drreddys.com
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Dr. Reddy's Laboratories Ltd

Formutation Unit-6

Vill. Khol, Nalagarh Road, Bacddi,
Disti. Sclan, H.P, 1732 205, INDIA
Tol : 491 93156 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTUDUKAT AHAJIA3A

Page2 of 6/ Ctp. 2 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUo6yxamH®, TabeTKH, IOKPbIThHIE JIEHOYHOI 060/1049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301820

Batch Quantity / O6nem napruu : 768.85 Kg

040002129185

Analytical Report No / AHasuTn4ecknii oTuet Ne :

Date of Analysis / laTa ananu3za: 27.09.2023

Date of Manufacture / lata npousBoacrsa : 08/2023

Date of Expiry / Cpok rognoctn : 07/2028

Analysis performed according ND / Ananu3 nposeaen no H/I: T1 N011252/01-160123

4 |Disintegration /
Pacnianaemocts

07 min 01 sec/ 07 mun 01 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PacTBOpenue

97 % To 102 %

97 % to 102 %

Not less than 70% (Q) of Ci3Hi30,
(Tbuprofen) after 30 min /
He wMenmee 70 % (Q) CisHisO
(ubynpoden) yepes 30 Mmun
Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napayeramon) yepes 30 MuH

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmodenne: OJOBPEHO

Prepared by / )
IToarorosneHo; %

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

wl -

Approved by: Manager/Executive/
Ono6peno: Menemxep / PykoBoaurens

Manoj Kumar .

Reprint Date:.
Hara: 11.12.2023

Reprint Date:
Jarta: 11.12.2023

Reprint Date:
JlaTta: 11.12.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Badd;,
Disti. Solan, H.P, 173 205, INDIA
Tzl 481 98166 56001-G2

CERTIFICATE OF ANALYSIS wuww.drreddys.com
CEPTUO®UKAT AHAJIM3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkanH®, TabieTKH, NOKPBIThIE MJIEHOUYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301820

Batch Quantity / O6nem napTuu : 768.85 Kg

040002129185

Analytical Report No / AHanuTHYecKH# oTyeT No :

Date of Analysis / laTta anammsa: 27.09.2023

Date of Manufacture / /lata npousBoactna : 08/2023

Date of Expiry / Cpok rogsoctn : 07/2028

Analysis performed according ND / Ananun3 npoegen no HJ/I: [I N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncreeHnsbie npumecu - not more than 0.005 %/

Method 1 / Meton 1 4-amuHOGEHON (IPUMECH TTAPaLETaAMOJIa)
- "He 6onee 0,005 %

Method 2 / Metog 2 0.02% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas €TMHUYHAS [puMech
(ubynpodena unu mnapaneramona) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)

0.05% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Merog 2)
- He 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: I[lpoaykT cootBeTcTBYeT TpeboBaHusM HJ{

Opinion : APPROVED
3akmouyenune: OJJOBPEHO

Prepared by /
INoarororneHo: @‘

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/
Opobpeno: Menemxep / PykoBoautens

Manoj Kumar W/
L

Reprint Date:.
Jara: 11.12.2023

Reprint Date:
JHara: 11.12.2023

Reprint Date:
Harta: 11.12.2023

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

CIN: L85195AP1884PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei 1 +51 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabaeTKH, NOKPbITHIE MJIEHOYHOH 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301820

Batch Quantity / O6bem napTuu : 768.85 Kg

040002129185

Analytical Report No / AHajiuTH4eckuif oTyet No ;

Date of Analysis / laTta ananu3za: 27.09.2023

Date of Manufacture / Jlata npounssoacrsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Anaan3 npopegen nmo HJI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OQHOPOIHOCTD Acceptance value (AV) should be not

JIO3UPOBAHMUS 1.5 more than 15.0 /

- Ibuprofen /ubymnpoden INoka3zatens npuemieMocTt (AV) nomkeH
ObiTh He bonee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaieTamon more than 15.0 /
ITokazarens mpueMaeMocT (AV) nomkeH
OBITh He 60nee 15,0

11 |Microbiological purity /

Mukpobuonornueckas

yucrora*

a) Total aerobic <10 CFU/G Not more than 1000 CFU/g /

microbial count / He 6onee 1000 KOE/r

O61uee uncno

a3pobHBIX

MHKPOOPraHU3MOB

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

yeasts and mould count <5 CFU/G He 6onee 100 KOE/r

/ Ob1wee yucno

JIPOXOKEBBIX

TJIECHEBBIX TPUOOB

c) E. coli Absent Shall be absent in 1g / OrcyTcTBHE B

1r

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykr cootBeTcTBYET TpeboBanusaM HJT

Opinion : APPROVED
3aknouenue: OJOBPEHO

Prepared by /

IMToarotrosneHo: g

Santosh Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

e

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date:.
Hara: 11.12.2023

Reprint Date:
Jara: 11.12.2023

Reprint Date:
Hara: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Read, Baddi,
Distt. Solan, M., 173 205, INDIA
C+91 98166 56001-02

CERTIFICATE OF ANALYSIS wwuw.direddys.com
CEPTUOPUKAT AHAJIU3A

PageSof 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkana®, TabieTkH, NOKPbITHIE MJIEHOYHOH 060104K0ii, 400 mr + 325 mMr
Batch No / Cepusi Ne : V2301820 Batch Quantity / O6bem naptuu : 768.85 Kg
Analytical Report No / AHanuTHueckuii otuer Ne : Date of Analysis / lata anann3a: 27.09.2023
040002129185
Date of Manufacture / lata npousBoactsa : 08/2023  |Date of Expiry / Cpok roguoctu : 07/2028
Analysis performed according ND / Ananu3 npoBegen mo HJI: TIN011252/01-160123
12 |Assay/ 394.1 mg/394.1 mr From 360.0 to 440.0 mg of CisHgO»
KonuuecTBeHHOe (Ibuprofen) per tablet /
OnpeseTeHne Ot 360,0 Mr ngo 440,0 mr C;3H;s0;
(ubympoden) B Tabnetke
322.39 mg/ 322.39 mMr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mMr mo 357,5 mr CgHoNO,
(mapateramon) 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. / Ilo 10 |in a carton. / Ilo 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6muctep. [To 1 |6nucrep. [lo 1, 2 wim 20 6nuctepos B
Omucrepy B TMadyKy KapTOHHYIO |MauKy KapTOHHYIO BMECTE c
BMECTE ¢  HMHCTPYKUMEH 1O [HHCTPYKUHEH 11O IPUMEHEHHUIO.
IPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cooterctauu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Boie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 met
TONHOCTH

* 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. / [IpoBoJUTCSA TIPOU3BOJUTENEM MTPH
BBLINYCKE TIEpUOANYECKH: 1Uid Kaxao# 20-oi cepuu unu He MeHee 1 pasa B roa. [Toxaszarens MOXeT OBITh
HE BKJIIOYEH B CEPTUQHKAT aHaNn3a QUPMBL

Remarks : The Product conforms to ND/
Ilpumeuyanne: IIpoaykT coorBeTcTBYeET TpeboBanusaM HJL

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by /

IToarorosneHo: %

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

_f'

Qq_‘_._ .

Approved by: Manager/Executive/
OpnobpeHo: Menemkep / PykoBoaurens
Manoj Kumar

L

Reprint Date:.
Hara: 11.12.2023

Reprint Date:
Hara: 11.12.2023

Reprint Date:
Hara: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS0Y
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt, Solai, H.P, 173 205, INDIA
Tal: +81 03166 56001-02

CERTIFICATE OF ANALYSIS v w.direddys coin

CEPTUPUKAT AHAJIN3A

Page 6 of 6/ Ctp. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykan®, TabjeTKH, NIOKPbIThIE IJIEHOYHOH 0001049K0kH, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301820

Batch Quantity / O6bem mapTun : 768.85 Kg

040002129185

Analytical Report No / AHasiuTudeckuii otuer Ne :

Date of Analysis / lata anann3a: 27.09.2023

Date of Manufacture / lata npouszsoacrsa : 08/2023

Date of Expiry / Cpok rogunoctu : 07/2028

Analysis performed according ND / Anaau3s nposegen mo HJI: [T N011252/01-160123

API name (INN) /

Hanmvenosanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepuu npou3BoanTEIs PIBM230183 4058/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00298 FEQAO00243

Homep cepun cy6cTannuu
npon3soautess I'JID:

API Manufactured by & country /
IIpouseoaurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
®apma Caitencus Jlumuren,
HNunus

Sri Krishna Pharmaceuticals Ltd.,
India / llpn Kpumina
®apmackrotukanc JIita., Maaus

Remarks : The Product conforms to ND/
ITpumeuanne: [lponykT cooTBeTcTBYET TpeboBaHUAM H]I

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / (ﬁi/ Checked by / Approved by: Manager/Executive/
IloaroroBneHo: [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Santosh Kumar Maurya i Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hara: 11.12.2023 Jara: 11.12.2023 Hara: 11.12.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabhad - 500034, Telangana, india
Tel: 491 30 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: LE£5195AP1884PLCOCA507
wwi.drreddys.com




