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 oty oo
CEPTU®HKAT AHAJIM3A

Pagel1of6/Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Ta6aeTKH, MOKPLITHIE M1eHO4HOH 060./1049K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301980 Batch Quantity / O6bem napruu : 772.05 Kg
Analytical Report No / AHanTuTHIeCKHH oT4yeT Ne : Date of Analysis / laTta ananuza: 12.10.2023
040002184196
Date of Manufacture / Jlata nponsBoactsa : Sep.2023 |Date of Expiry / Cpok rogsocts : Aug.2028
Analysis performed according ND / Ananns nposenen mo HJI: TTN011252/01-160123
Ne  |Test/ ITokazaTenn Results/ PezyabTaTsl 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. / TaGnerku
KancynoBUIHo! (OpMBI, MOKPHITHE|KANCYMOBHIHOH  (POPMBL,  ITOKpBITHIE
TUTEHOYHOM 060JI0YKOM OpaHXeBOro|MIeHOYHOH  000NIouKOH  OpaH)keBoro
11BETa, C PUCKOI Ha OJHOM CTOPOHE;|LlBETA, € PHCKOH Ha OJIHOH CTOpOHE; Ha
Ha TIOMEpPEeYHOM paspese — SAPO|NONEPEeyHOM paspese — fapo Genoro uin
6enoro Bera. o4ty 6enoro LBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IMoxnuHHOCTH 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)XKUBaHHUS OCHOBHBIX ITHKOB
Ha  XpoMarorpamme HCITBITYEMOTO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHAM  YIAEPXHBaHHA IHKOB HA
XpOMaTorpaMMe pacTBOpa CTaHIapPTHBIX
o6pasuos ubynpodeHa U mapaueramosa
(pazpen «KonuyecTeeHHOE
OIPENIENIEHHEY)
3 |Average tablets weight 973.0 mg/973.0 Mmr From 9409 mg to 9991 mg
CpenHsis Macca (970.0 mg + 3.0 %) /
TabneTox Or 9409 wmr mo 9991 Mr
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootsercTyeT Tpebosanusam HJ | 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Hoarorosneno: [Tposepeno: Rama kant Onobpeno: Menepkdp / Pykosonurens
Ankaj Verma /f? o / il Abhishek Chauhan
Reprint Date: Reprint Date: ’ Reprint Date: '
Hara: 12.10.2023 Hara: 12.10.2023 Jara: 12.10.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabeTKH, MOKPBITHIE MIEHOYHOIT 060109K0if, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301980

Batch Quantity / O6bem mapTun : 772.05 K.

Analytical Report No / AHanHTHYecKkH#i oTuer Ne :
040002184196

Date of Analysis / JaTa anannza: 12.10.2023

Date of Manufacture / JlaTa npouspoactea : Sep.2023

Date of Expiry / Cpok rogsoct : Aug.2028

Analysis performed according ND / Ananu3 nposegen no HJI: [T N011252/01-160123

4

Disintegration /
Pacnamaemocts

07 min 43 sec/ 07 MuH 43 cex

Not more than 30 min /
He 6onee 30 mun

Dissolution /
PacrBopenue

97 % To 101 %

99 % to 102 %

Not less than 70% (Q) of C3H;;0;
(Ibuprofen) after 30 min /

He wmewee 70 % (Q) Ci3His0;
(ubynpoden) uepes 30 MHH

Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min /
He megee 70 % (Q)
(mapaneramon) yepes 30 MuH

CsHyNO,

Remarks : The Product conforms to ND/
ITpumedanne: [TpoaykT cooTBeTcTBYeT TpeboranusaM HJT

Opinion : APPROVED
3axmwoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Iloarotosneno: -~ [TpoBepeno: Rama kant Ono6peno: Menemxyp / Pykosoautens
Ankaj Verma / /l} - f it Ahhishek Chanhan
L i A
& \
Reprint Date: Reprint Date: Reprint Date:
Jara: 12.10.2023 Hata: 12.10.2023 Jlara: 12.10.2023
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Product; Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoyrnun®, rabgersu, MOKPLITLIC nrenounoii o6onouxoii, 400 mr + 325 Mr

Batch No / Cepua Ne : V2301980 Batch Quantity / O6nem naprTui : 772.05 Kg
Analytical Report No / AajuTHYeCKHIl 0T4eT No: Date of Analysis / /laTa ananu3a: 12.10.2023
040002184196 _

Date of Manufacture / Jlata npoussojcrea : Sep.2023 [Date of Expiry / Cpox ropuocts : Aug. 2023

Analysis performed according ND / Awasnu3 nposeset 0o HI: [1N011252/01-160123

6 |Related substances / .
PoncTBEHHBIC TPUMECH 0.001%
Method 1 / Merox 1

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

4-amMunoderon (IpUMeCh NapaLeTamona)
- ne 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /"
JhoGas epuHuYHas TIPUMECE
(wGynpodena WM TapalleTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Mertoa 1+ Meron 2)
- ne 6onee 0,7 %
9 |Water/Boza 1.5% Not more than 5.0 % /

He 6oiee 5.0 %

Remarks : The Product conforms to ND/
Ipumeyanue: IpoAyKT COOTBETCTBYET tpeGosanmsim HIL

Opinion : APPROVED
3axmovenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loAroToBneHo: - TMposepeno: Rama kant Onobpeno: Menewidp / PyxoBomurens
Ankaj Yerma ,/'_A" s @‘ krp,d- Abhishek Chauhan {

L o b L_I = ’\
Reprint Date: Reprint Date: Reprint Date:
JHarta: 12.10.2023 Nara: 12.10.2023 Hara: 12.10.2023

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Hoycaun®, TabaeTKH, NOKPLITHIE [IEHOYHOH 060

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
no4icoii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301980

Batch Quantity / O6sem naprTun : 772.05 Kg

Analytical Report No / AnannThueckuii oTyer Ne :
040002184196

Date of Analysis / JaTa anann3sa: 12.10.2023

Date of Manufacture / [lata npouspoactsa : Sep.2023

Date of Expiry / Cpox roguocrn : Aug.2028

Analysis performed according ND / Ananns nposeaen mo HJL: T1N011252/01-160123

10 |Uniformity of dosage

units /

OxHopoaHOCTh Acceptance value (AV) should be not

JO3UPOBAHHS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden Tokazarens npueMneMocTi (AV) nomkeH
6b1Th He Honee 15,0

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

napaleramos more than 15.0 /
flokazatens npueMiaeMocTd (AV) foJkeH
6bI1Th He 6onee 15,0

11 |Microbiological purity /

Muxkpobuonoruueckas

uucToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1uee YHCIo

a3pobHBIX

MHKPOOPTaHH3MOB

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

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

/ Ob1ee 4ucio

JPOMOXEBBIX U

MJIECHEBBIX TPHOOB

¢) E. coli NA Shall be absent in 1g / OTCyTCTBHE B

1r

Remarks : The Product conforms to ND/
Mpumeuanne: [Tponykr coorsercrayer Tpebosannam HJL

Opinion : APPROVED
Sarmouenne: OOBPEHO

Hara: 12.10.2023

Jara: 12.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroroBneHo: IIposepeno: Rama kant Ono6peno: Meneukep / PykoBoIuTENb
Ankaj Verma /f} - / 3 Abhishek ChauhanL

: Qulprl |
Reprint Date: Reprint Date: ' Reprint Date:

Jlata: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6yxanH®, Tabs1eTKH, NOKPLIThIE neHo4Hol 06oa04Koii, 400 mr + 325 mMr
Batch No / Cepust Ne : V2301980 Batch Quantity / O6bem mapran : 772.05 K
Analytical Report No / AHaJHTHUecKul oTdeT Ne : Date of Analysis / [lara ananu3za: 12.10.2023
040002184196
Date of Manufacture / [Jata nponssoacrea : Sep.2023 |Date of Expiry / Cpok roguocts : Aug.2028
Analysis performed according ND / Ananus nposeaen no HJI: [T NOI 1252/01-160123
12 |Assay/ 396.9 mg/396.9 Mmr From 360.0 to 440.0 mg of C;3HjO:
KonuyectseHHOE (Ibuprofen) per tablet /
onpeJeneHie Or 360,0 mr o 440,0 mr CiaHj;0;
(ubynpoden) B Tabnerke
322.79 mg/ 322.79 Mr From 292.5 to 357.5 mg of CgHogNO;
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CyHoNO;
(napaneTamo) B TabreTke
13 | Package / Ynakoeka |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. / ITo 10 |in a carton. / ITo 10 Ta6nerok B IIBX/AI
Tabnetox B IIBX/Al 6muctep. [To 1 |6nucrep. Ilo 1, 2 unu 20 6ncTepos B
6nMcTepy B Nadky KapTOHHYIO |Iauky KapTOHHYIO BMECTe C
BMECTe C ~ MHCTPYKUMeHd 1NO |HHCTPYKUMeHd MO MPUMEHEHUIO.
TIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. /B coorsercTerd ¢ HJI
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHnue ITpu Temmepatype He Bole 25 °C.
16 | Shelf life / Cpok S years / 5 net
TOIHOCTH

* 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. / TIpoBoanTCs NPOU3BOAUTEIIEM MTPH
BBITYCKe TIEPHOAMYECKH: JUIs Kaxoi 20-oi cepudt WK He MeHee 1 pasa B roA. [Tokasarens MOXET 66ITh
He BIUTIOYEH B cepTu(HKaT aHanu3a GupMel

Remarks : The Product conforms to ND/
Tlpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IloprotoBneHo: )
Ankaj Verma f.f’l\,

H/’

Checked by /
[Tpoeepeno: Rama kant

e

Approved by: Manager/Fxecntive/

Opo6peno: MeneaXep / Pykosogurens
Abhishek Chauhan | '
oA

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Hata: 12.10.2023

Reprint Date:
Jara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJTA3A

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

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

Page 6 of 6/ Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, TabJIeTKH, OKPbLITHIE IIEHOYHOH 060104 K0ii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2301980

Batch Quantity / O6bem mapran : 772.05 K

040002184196

Analytical Report No / AnanuTH4eckuii oT4er Ne :

Date of Analysis / aTa ananm3a: 12.10.2023

Date of Manufacture / Jata npoussoacrsa : Sep.2023

Date of Expiry / Cpok rognocty : Aug.2028

Analysis performed according ND / Ananu3 nposenen mo HJI: [T N011252/01-160123

API name (INN) /
Haumenopanune AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapatetamon

API manufacturer batch number /
Howmep cepin NpOH3BOANTENSA
ADC:

PIBM230185

4059/23-24

FP Manufacturer API Batch
number /

HoMep cepuH cyOcTaHIMH
npoussoauTens I'JIP:

FEQA00299

FEQA00244

API Manufactured by & country /
IIponssoguTens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa xTus
®apma Caitencus Jlumuren,
Hunns

Sri Krishna Pharmaceuticals Ltd.,
India / [IIpu Kpuiuxa
®apmacsrotukanc JItn., Uuaus

Remarks : The Product conforms to ND/
ITpameuanne: [Tponykr coorsercrayer TpebosanmsaM HJL

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarotoBnero: ., [Iposepeno: Rama kant OnobpeHo: Meuekep / Pykopoautens
Ankaj Verma zj; d’ Abhishek Chauhan

&~ 0 ill
Reprint Date: Reprint Date: J Reprint Date:
Hara: 12.10.2023 Harta: 12.10.2023 Hara: 12.10.2023
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