D , ‘..l Dr. Reddy's Laboratories Ltd.
e . .
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r.Red dy S Ns Vill. Khol, Nalagarh Road, Baddi,
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'Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkann®, TablieTkH, IOKPLITHIE NIEHOYHOH 060J104K0#H, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301819 Batch Quantity / O6bem naprhu : 766.7 Kg
Analytical Report No / AnanutHyeckHii oT4er No : Date of Analysis / laTa ananu3za: 27.09.2023
040002125403

Date of Manufacture / {aTa npoussoncrea : Aug.2023 |Date of Expiry / Cpok rogHoctH : Jul.2028

Analysis performed according ND / Ananns npopeaen no HJI: TIN011252/01-160123

Ne  |Test/ITokasaTens Results/ Pe3yabTaThl 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. / TaBnerxu
KancynoBUAHOH (OpMLI, MOKPLITLE|KANCYNOBHAHOH  (GOPMEL,  MOKPEITEIE
IJIEHOYHOH 000JI0YKOH OpaHXeBOro|(IUIEHOUHOH  0DO0JoUKOoll  OpaHd>KeBoro
1IBeTa, C PUCKO} Ha ONHOW CTOPOHE;|LBETA, C PHCKOX Ha OJHOH CTOpOHE; Ha

Ha [IONEpevyHOM pa3pe3e — sIpo|([OIEpeyHOM paspese — Aapo 6enoro wiu

6enoro 1BeTa. no4ru 6enoro uBera.
2 |Identification / Cormplies as prescribed/ The retention times of the main peaks on
IoxnuuHOCTH 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 yaep>XUBaHHS OCHOBHBIX TTHKOB
Ha  XpoMmarorpamme HCILITYEMOTO
pPacTBopa  HOMKHEI  COOTBETCTBOBATH
BpeMSHAM  YIAePIKUDAITHA [ONIKOD 1o
XPOMATOIpaMMe pacTBOpa CTalJAPTHbLIX
00pa3uos ubynpodeHa ¥ napaueramona

(pasnen «KonigecTierHoe
onpesieneue»)
3 |Average tablets weight 972.9 mg/972.9 mr From 9409 mg to 9991 mg
Cpenssia Macca (970.0 mg +3.0 %) /
TabneToK Or 9409 wmMr go 9991 Mr[
(970,0 Mmr £+ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Ipoaykt coorsercrayet Tpebopanusam HJI | 3axmoyenue: ONOBPEHO
Prepared by / @, Checked by / Approved by: Manager/Executive/
IToprorosneno: ’ [Mpogepenu: Pardeep Kumar | Ouo6peno: MeHemkep / PykosoanTensb

Santosh Kumar Maurya o Manoj Kumar 1 f
’ of— : (et

Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.09.2023 - Jara: 27.09.2023 Hara: 27.09.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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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 ANALY SIS ywv drreddys.com
CEPTHPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ycaun®, TabieTkH, NOKPLIThIE ILIEHO4HOi 060n04Koii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301819

Batch Quantity / O6bem naptun : 766.7 Kg

040002125403

Analytical Report No / AnajnTH4ecKHii oTder Ne :

Date of Analysis / laTa ananmu3a: 27.09.2023

Date of Manufacture / JJata mpou3ssogcrsa : Aug.2023

Date of Expiry / Cpox roguocts : Jul.2028

Analysis performed according ND / Ananu3z nposenen o HJI: 1T N011252/01-160123

4 |Disintegration /
Pacnanaemocth

08 min 09 sec/ 08 muu 09 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenune

97 % To 101 %

98 % to 103 %

Not less than 70% (Q) of Ci3H;s0.
(Ibuprofen) after 30 min /

He wmemee 70 % (Q) CisH;s0;
(ubynpoden) uepe3 30 MuH

Not less than 70% (Q) of CsHoNO:
(Paracetamol) after 30 min /

He wMeree 70 % (Q) CgHoNO,
(napaueramon) yepes 30 MuH

Remarks : The Product conforms to ND/
IIpumeyanne: [Iponykr cooTBeTcTBYET TpeGoBanuam HJI

Opinion : APPROVED
Zaxnwoyenne: OJOBPEHO

Prepared by /
IToaroroBneHoO: @

Santnsh Knmar Manrya

Checked by /
IpoBepero: Pardeep Kumar

-
ps”l

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykoeogureib

Manej Kumar dl"l;)ﬁ—('

Reprint Date:.
Hata: 27.09.2023

Reprint Date:
Iara; 27.09.2023

Reprint Date:
HaTta: 27.09.2023

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: LB5195AP1934PLC004507
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,yy drreddys.com
CEPTH®OUKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTkH, MOKPLITHIE IVIEHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301819

Batch Quantity / O6bem mapruu : 766.7 K.

040002125403

Analytical Report No / AHamuTHYecKkn# oTyer No :

Date of Analysis / laTa anaan3a: 27.09.2023

Date of Manufacture / [laTa mpon3BogcTBa : Aug.2023

Date of Expiry / Cpok rogsocry : Jul.2028

Analysis performed according ND / Anasns nposeaen no HJ: TTN011252/01-160123

6 |Related substances /
Poncreennsie npaMecu
Method 1/ Meton 1

Method 2 / Meton 2

0.0001%

0.02%

0.02%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /

4-amuHOeHON (IPHMECh NapalleTaMoJia)
- ue bonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAMHUYHAsS TIpUMeECh
(ubynpodeHa WIM HapaleTaMOa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /

Cymma npuMeceit (Merog 1 + MeTtog 2)
- He 6onee 0,7 %

9 |Water/Bona

1.7%

Not more than 5.0 % /
He 60mnee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuyanue: [Ipoayxr cooTBeTCTBYET TpeboBanuaM HJJ

Opinion : APPROVED
3akmogenne: OJIOBPEHO

Prepared by / @

IToAroToBNAEHO:
Santosh Kumar Maurya

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / RSKOE?RIITE:JII:

Manoj Kumar , w4
gt

Reprint Date:.
Hata: 27.09.2023

Reprint Date:
Hara; 27.09.2023

Reprint Date:
JHara: 27.09.2023

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

CIN: L85135AP1984PLC004507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSISyww.drreddys.com
CEPTHDUKAT AHAJIA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTic, IOKPLITHIE IIEHO4HOi 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301819

Batch Quantity / O6bem napruu : 766.7 Kg

040002125403

Analytical Report No / AHanuTHueckHii oTyer No :

Date of Analysis / [laTa ananmza: 27.09.2023

Date of Manufacture / JlaTa npoussofcrsa : Aug.2023

Date of Expiry / Cpox rognocts : Jul.2028

Analysis performed according ND / Ananns nposesien no HJL: TT N011252/01-160123

" 10 |Uniformity of dosage

Ipumeyanue: IIpogyKT cooTBETCTBYET TpeboBanusam HJI

units /

OIHOpPONHOCTD Acceptance value (AV) should be not

JO3UPOBAHUS 1.6 more than 15.0 /

- Ibuprofen /ubynpoden ToxazaTens npuemieMocT (AV) goinkeH
6bITEH He Oonee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaweTaMmort more than 15.0 /
ITokazaTens npuemnemoctd (AV) nokeH
6bITh He Gonee 15,0

11 |Microbiological purity /

Mukpobuonorudeckas

yperora*

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

microbial count / He 6onee 1000 KOE/r

Obiee uncno

a3pobHBIX

MHUKpPOOPraHU3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1ee ymcno

IPOXOKEBBIX H

IJIECHEBLIX I'pHOOB

c) E. coli NA Shall be absent in lg / OtcyTcTBHE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
3akmouenue: OIOBPEHO

Prepared by / )
ITogroropneno: ““i—"
Santosh Kumar Maurya

Checked by /

[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onocbpeno: Menemxep / PykosoanTenn

Manoj Kumar 1 2 /
Dobype

Reprint Date:.

Harta: 27.09.2023

Reprint Date:

Hara: 27.09.2023

Reprint Date:
Jara: 27.09.2023

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
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Dr. Reddy's Labaoratories 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.com
CEPTHOHKAT AHAJIA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxauH®, TabeTKH, TOKPLITHIE IIeHO4HOii 060109K0H, 400 mMr + 325 Mr
Batch No / Cepus No : V2301819 Batch Quantity / O6bem maptun : 766.7 Kg
Analytical Report No / AnanuTHYeckHii oTyer Ne : Date of Analysis / lTaTa ananun3a: 27.09.2023
040002125403
Date of Manufacture / laTa nponzsoacTea : Aug.2023 |Date of Expiry / Cpok roguocrs : Jul.2028
Analysis performed according ND / Ananmz npoeeses mo HJI: 1 N011252/01-160123
12 |Assay/ 393.4 mg/393.4 mr From 360.0 to 440.0 mg of C3H;30;
KonnuectBenHoe (Ibuprofen) per tablet /
OlpejeneHue Ot 360,0 Mmr mo 440,0 mr C,3H;50;
(ubymnpoden) B TabneTke
318.79 mg/318.79 Mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHyoNO;
(napanieramon) B TabieTke
13 | Package/ Vnakoska |10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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. / [To 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6aucrep. o 1, 2 unu 20 6IUCTEpoB B
6IucTepy B TNauKy KApTOHHYH |mauky KapTOHHYIO BMECTE c
BMECTE €  MWHCTpyKuMed II0 |MHCTpYKUHEH IO IPUMEHEHHIO.
HPUMEHEHHIO.
14 | Labeling / MapxupoBka | According to ND. / B cootetcTenu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He Boime 25 °C.
16 | Shelflife / Cpox 5 years/ 5 net
rOLHOCTH

* 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. / [IpoBoguTcsi NpOU3BOAUTENIEM NIPU
BBINYCKE TIEPHOJWUECKH: JUis Kaxaoi 20-oif cepru unu He Meree 1 pasa B roJ. [lokasatens Moxer OBITE
HE BKJIIOYEH B cepTU(dHKAT aHaNU3a GUPMEI

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanusamM HJ{

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by /
ITogrorosneno: m"

Santosh Kumar Maurya

Checked by /
ITpoBepeno: Pardeep Kumar

.

Approved by: Manager/Executive/

Opobpeno: Menemxep / PykosoauTens
Manoj Kumar i Ll« ’

it | HL-"")

Reprint Date:.
Jara: 27.09.2023

Reprnt Date:
Hata: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, |ndia
Tel: 491 40 4900 2900, Fax: +91 40 4300 2939, Email: mail@drreddys.com

CIN: L8S195AP1384PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSI
CEPTHO®HKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
S Tel : +91 98166 56001-02

www.drreddys.com

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yicaun®, TabneTky, NOKPLITHIE IIeHo4Hoii 0060/104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301819

Batch Quantity / O6bem uapran : 766.7 Kg

040002125403

Analytical Report No / AHanaTHYeCKHH 0TYyeT No :

Date of Ana

lysis / Jlara agannsa: 27.09.2023

Date of Manufacture / lata npouseogcTsa : Aug 2023

Date of Exp

iry / Cpox roguoctu : Jul. 2028

Analysis performed according ND / Apanu3s nposepen no HJL: IT N011252/01-160123

API name (INN) /
HaumenoBaune A©®C (MHH):

Ibuprofen / Ubynpoder

Paracetamol / [Tapaueramon

API manufacturer batch number /

Homep cepuy NPOH3BOIUTENS PIBM230173, PIBM230183, 4058/23-24
ADC:

FP Manufacturer API Batch

e FEQA00297, FEQA00298 FEQA00243

Homep cepuu cy6cTaHIUH
npouseoanTtes I'JID:

API Manufactured by & country /
IIpouzeogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
dapma Catiencus Jlumnten,
Unpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpumsa
dapmacsioTikanc JITa., Magus

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoayKT cOOTBETCTBYET TpeboBanusam HJT

Opi
3ak

nion : APPROVED
mouenue: QJJOBPEHO

Prepared by/  Any
IloarororneHo: g/"

Santosh Kumar Maurya

Checked by /
[TpoBepeno: Pardeep Kumar

<

-

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pykopoantens
Manoj Kumar '

Reprint Date:.
Jara: 27.09.2023

Reprint Date:
Jara: 27.09.2023

Rep
Har

rint Date:
a: 27.09.2023

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: LB5195AP1984PLC0O04507
www.drreddys.com




