®o
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 www.drreddys.com
CEPTHOUKAT AHAJWA3A

Page10f6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTkH, NOKPLITHIE ILIeHOYHOH 060J1049K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301710

Batch Quantity / O6bem maptuu : 768.2 Kg

040002105603

Analytical Report No / ArannTraveckuii oTuer Ne :

Date of Analysis / JlaTa ananu3za: 15.09.2023

Date of Manufacture / JlaTta npoussoacrsa : 08/2023

Date of Expiry / Cpok rogocrh : 07/2028

Analysis performed according ND / Anayiu3 npoeesen no H/I: IT N011252/01-160123

I(Ne  |Test/ Iokazatens Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanne |Orange film-coated, capsule-shaped,

one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancynoBuIHOH (GOPMBI, MOKPBITHIE
IUIEHOYHOUW 000NOYKOH OpaHKeBOro
L[BETA, C PUCKOH Ha OJHOW CTOPOHE;
Ha JIONEepeYyHOM paszpese — SApO
OeJsioro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets, white or off-white
core at the cross-section. / TaGneTku
KarCylnoOBUOHOH  (OPMBI,  TOKPHITBIE
NJIEHOYHOM  00ONOYKOH  OpaHXeBOro
[[BETA, ¢ PUCKOI Ha OJHOH CTOpOHE; Ha
IIOTIEPEYHOM paspese — sApo Genoro uiu
moyTH 6eJIoro LBETA.

2 |Identification /
IlopgnuuHOCTB

Complies as prescribed/
CooTBeTCTBYET

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 yaepxiBaHUs OCHOBHBIX [HKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pacTBopa  [JOMKHBI  COOTBETCTBOBATH
BpeMeHaM  YAepXHMBaHHMs IHKOB Ha
XpoMaTorpaMMe pPacTBOpa CTaHIAapTHBIX
obpasloe ubynpodeHa U mapaneramosa
(paznen «KonuuecTBeHHOE
OIIpEAECIICHHE)

TabneTok

3 |Average tablets weight 968.8 mg / 968.8 mMr
CpenHsia Macca

From 9409 mg to 9991 mg
(970.0 mg £ 3.0 %) /

Or 940,9 wMr jgo 999, MT
(970,0 mr+ 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: [TpoaykT cooTBercTBYeT Tpebopanuam HI[ | 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorornexo:; @K [Iposepero: Santosh Kumar Onobpeno: Menemxep / PykoBoautens
Rama kant Q\\:}\\ > Maurya @_ Manoj Kumar (el

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023 Jata: 15.11.2023 Jara: 15.11.2023
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Product: Ibuclin, fil

m-coated tablets, 400 mg + 325 mg

N6yxkauH®, TabjaeTKH, NOKPHIThIE IUIEHOYHOI 060/1049K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne

: V2301710 Batch Quantity / O6bem maptun : 768.2 Kg

040002105603

Analytical Report No / AnannTudeckuii orger Ne :

Date of Analysis / Jlata anaauza: 15.09.2023

Date of Manufacture / [laTa npousBoacrsa : 08/2023

Date of Expiry / Cpok rogaoctn : 07/2028

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

4 |Disintegration /
PacnagaeMocTh

06 min 32 sec/ 06 muH 32 cex

Not more than 30 min /
He 6onee 30 My

5 |Dissolution /
PacTBopeHue

101 % To 103 %

100 % to 102 %

Not less than 70% (Q) of C;3H150,
(Ibuprofen) after 30 min /

He w™menee 70 % (Q) CiHisO2
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /

He wMenmee 70 % (Q) CsHoNO;
(napaueramon) gepe3 30 MuH

Remarks : The Pro

duct conforms to ND/

IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /

Rama kant

Checked by /

Maurya

[ToaroroBneHo: \)lr ITpoBepeHo: Santosh Kumar
(3\\&\ e

Approved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBoaurens

Manoj Kumar M

Reprint Date:.
Jara: 15.11.2023

Reprint Date:
Jara: 15.11.2023

Reprint Date:
Hara: 15.11.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, Ta6aeTKH, NOKPBITHIE IUIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301710

Batch Quantity / O6sem mapTuu : 768.2 Kg

040002105603

Analytical Report No / Ananntudyecknii otyer Ne :

Date of Analysis / [laTra ananuza: 15.09.2023

Date of Manufacture / [lata npouzsogcTia : 08/2023

Date of Expiry / Cpok roanoctn : 07/2028

Analysis performed according ND / Anaius nposeaen no HJI: II N011252/01-160123

6 |Related substances /
PoncrBeHHBlE TpUMeCH
Method 1/ Metopn 1

Method 2 / MeTon 2

TIOpOT

0.0001%

Below BDL (BDL= 6983) / Huxe

a perucTpaLyu

(TIP =6983)

0.0001%

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

4-amuHOMeHON (MTpUMeCh MapaleTaMona)
- "He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eNMHUYHAsA IPUMECH
(ubynpodena unu napaineramona) - He
6onee 0,3 %

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

Cymma npumeceit (Metoz 1 + Metop 2)
- e bonee 0,7 %

9 [Water/Boga

1.9%

Not more than 5.0 % /
He 601ee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJ|

Opinion : APPROVED
3akirouenne: OJOBPEHO

Prepared by /

Checked by /

[TpoeepeHno: Santosh Kumar

IloarotosieHo:
Rama kant W Maurya

—

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

Manoj Kumar @gf})

Reprint Date:.
Hara: 15.11.2023

Reprint Date:

Hara: 15.11.2023

Reprint Date:
Jarta: 15.11.2023
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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 www.drreddys.com
CEPTUOHUKAT AHAJIN3A

Page 4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykanH®, Tab/1eTKH, NOKPBIThIE ILIEHOYHOI 06010uKkoi, 400 mr + 325 mr

Batch No / Cepus Ne : V2301710

Batch Quantity / O6bem naprtuu : 768.2 Kg

040002105603

Analytical Report No / Anajqutu4yeckuii oruyer Ne :

Date of Analysis / JlaTa ananuza: 15.09.2023

Date of Manufacture / lata npoussoacrsa : 08/2023

Date of Expiry / Cpok rogaoctu : 07/2028

Analysis performed according ND / Anasin3 nposesen mo HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOJHOCTD Acceptance value (AV) should be not

IO3UpPOBAHHUS 1.5 more than 15.0 /

- Ibuprofen /ubynpodgen [Tokazaress npuemsieMocT (AV) 1omkeH
OBITH He Gonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaueTamodn more than 15.0 /
ITokazatens mpueMiaeMocTu (AV) TomKeH
6bITh HE H6onee 15,0

11 [Microbiological purity /

Miukpobuonornyeckas

yucrorta*

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

microbial count / He 6osee 1000 KOE/r

O61uee uucio

a3poOHBIX

MHUKPOOPraHu3MOB

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

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

/ Ob1ee uncio

JIPOMOKEBBIX U

TUIECHEBBIX IPUOOB

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

1r

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpebGoBaHusM H]I

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTtoBneHo: J ITposepeno: Santosh Kumar Ono6peno: Menemxep / PykoBogurens
Rama kant M/ Maurya @g Manoj Kumar W
Reprint Date:. Reprint Date: Reprint Date:

Hara: 15.11.2023 Jara: 15.11.2023 Jara: 15.11.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykauu®, TabiieTkd, NOKPHITHIE IIEHOYHOH 0060104K0#H, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301710 Batch Quantity / O6bem naptuu : 768.2 Kg
Analytical Report No / AHanuTnyeckuii oT4yer Ne : Date of Analysis / laTa anamm3a: 15.09.2023
040002105603
Date of Manufacture / Jlata npousBogcrsa : 08/2023 | Date of Expiry / Cpok rognocru : 07/2028
Analysis performed according ND / Anaan3 nposeaen no H: [1N011252/01-160123
12 |Assay/ 395.5 mg/395.5 Mmr From 360.0 to 440.0 mg of Ci3Hi50;
KonnuecTBeHHOE (Ibuprofen) per tablet /
onpefeieHue Or 360,0 mr go 440,0 mr C;3H;50,
(ubynpoden) B TabneTke
323.83 mg/323.83 Mmr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(maparietamon) 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 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6muctep. [lo 1 [6nuctep. Ilo 1, 2 unm 20 6nmcrepos B
OnucTepy B Nadyky KapTOHHYIO |MauKy KapTOHHYIO BMeCTe c
BMECTE C  HHCTpyKIMedl 1O |MHCTPYKUMEH [0 NPHMEHEHHIO.
OPHUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootercrBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue I1pu Temneparype He Bbie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TOIHOCTU

* 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. / IIpoBoauTCs NpOM3BOAUTENEM NPH
BBHIMYCKE TEPUOJMUECKH: JUIS Kakoi 20-0if cepuy uin He MeHee 1 pasa B roj. [TokazaTesnb MOXET GbITh
He BKJIIOYEH B CepTH(HKAT aHANH3a GHPMEL

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpebGoBanuam HJI

Opinion : APPROVED
3axmouenune; OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo:; \}Ll_ [Tpoepeno: Santosh Kumar Onobpeno: Menemxep / PykoBogurens
Rama kant @y&/ Maurya v Manoj Kumar "\:2 W/

B AL
Reprint Date:. Reprint Date: Reprint Date:
Hata: 15.11.2023 Hara: 15.11.2023 Hata: 15.11.2023
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Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TablieTKH, NOKPHITHIE IIEHOYHOMH 060104K0iH, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301710 Batch Quantity / O6bem maprun : 768.2 Kg
Analytical Report No / AHanuTH4Yecknii ot4yeT Ne : Date of Analysis / [laTa ananu3za: 15.09.2023
040002105603

Date of Manufacture / lata npoussoacta : 08/2023  |Date of Expiry / Cpok roanocts : 07/2028

Analysis performed according ND / Ananu3 nposeaed mo HJI: [1N011252/01-160123

ﬁgi;g&igﬂl\i) Ai &C (MHH): Ibuprofen / bymnpoden Paracetamol / [Tapaueramon
API manufacturer batch number /
Homep cepun npousBoguTes PIBM230171 4056/23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepun cy6eranmun FEQA00295 FEQA00241
npoussoanTens I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / lpu Kpumina
IIpouspogutens ADC, cTpaHa: ®apma Caitencus Jlumuren, dapmacsrotukaic JIta., Uuans
Hunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cooTBercTByeT TpeGopanusam HJI | 3akmoyenne: ONIOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosnexo: \_}J [Tpoeepeno: Santosh Kumar OnobpeHo: Menemxep / PykoBooutens
Rama kant @_‘;{/ Maurya @"—/ Manoj Kumar / Lh_?-?
Reprint Date:. Reprint Date: Reprint Date:

Harta: 15.11.2023 Hara: 15.11.2023 Hara: 15.11.2023
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