Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www-drreddys.com
CEPTHOUKAT AHAJIA3A

Page10f 6/ Crp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, Ta6aeTKy, MOKPHIThIE INIeHOYHOH 000104K0H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2400280

Batch Quantity / O6bem naptun : 770.55 Kg

Analytical Report No / AHaanTHYecKuil oTder No :
040002448403

Date of Analysis / laTa anamm3a: 22.03.2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpok roguocts : 01/2029

Analysis performed according ND / Anasu3 nposenes no HJI: [T N011252/01-160123

Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanusam HJI

Ne |Test/IlokasaTenn Results/ Pe3yabTaThel Specification / Hopma
1 |Description/ Onucanue |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. / Tabnerku
KancynoBUAHON (OPMBI, MOKDHITHIE|KANCyIOBHAHOH  (OpPMBI,  TMOKPBITHIE
JIEHOYHOH 060N0YKOM OpaHKeBOro|MIeHOYHOH  00O0JIOUKOH  OpaHKeBOro
1IBETa, C PUCKON HA OIHOM CTOpOHE;|LBETA, C PUCKOM Ha OOHOW CTOpOHE; Ha
Ha TIOTIEPEYHOM paspe3e — SAPO|MONEepedHOM paspese — saApo Genoro niu
6emoro npera. noutH 6enoro yBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToanuHHOCTE 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 ynepx#BaHHs OCHOBHBIX ITMKOB
Ha XpomaTorpaMmme UCIIBITYEMOTO
pacTBopa  JOMXKHBI  COOTBETCTBOBATH
BpEMEHAaM  YIEpKUBaHHA [IMKOB  Ha
XpoMaTorpaMMe pacTBopa CTaHAApTHBIX
o6pasioB ubynpodeHa W mapaneraMmona
(pazzen «KonnuecTreHHOE
ofpeseNICHHE)
3 |Average tablets weight 968.7 mg / 968.7 Mr From 9409 mg to 9991 mg
Cpennss Macca (Y/0.0mg+ 3.U%)/
TabneToK Ot 940,9 MI JO 999,1 MI
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

JHara: 22.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTosneHo: Sancthh [IposepeHo: Par?eep Kumar | Ono6peno: Menemxep / P KOB?ouHTenb
Kumar Maurya Manoj Kumar })321“

Reprint Date:. Reprint Date: Reprint Date: o

Hata: .22.03.2024

Hara: 22.03.2024

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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGykann®, TabaeTki, NOKPsIThIe IIEHOYHO#H 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400280

Batch Quantity / O6wem naprun : 770.55 Kg

040002448403

Analytical Report No / AHanuTHYecKHH 0TYeT Ne :

Date of Analysis / laTa ananu3za: 22.03.2024

Date of Manufacture / Jlata npon3soacrsa : 02/2024

Date of Expiry / Cpok roanoctu : 01/2029

Analysis performed according ND / Ananuz npoeegen mo HJL: T N011252/01-160123

4 |Disintegration /
PacnagaemocTth

05 min 16 sec/ 05 muH 16 cex

Not more than 30 min /
He 60mnee 30 muH

5 |Dissolution /
PactBopenue

100% To 103 %

98 % to 101 %

Not less than 70% (Q) of CiHis0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MUn

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(mapaueramon) yepe3 30 MUH

CisH 1302

CsHoNO;

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykT cooTBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotosneno: Santosh | [Iposepeno: Pardeep Kumar Opo6peHo: Menemxkep / PykoBogurens
Kumar Maurya i E,f__._ Manoj Kumar @‘gj\,
Reprint Date:. Reprint Date: Reprint Date:

Hara: 22.03.2024 Hara: .22.03.2024 Jata: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, MOKPLITHIE IEH0YHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Nt : V2400280

Batch Quantity / O6nem naptun : 770.55 Kg

040002448403

Analytical Report No / AHanuTHYecKHii oT4eT Ne :

Date of Analysis / Jlata anann3a: 22.03.2024

Date of Manufacture / Jlata nponssoacrsa : 02/2024

Date of Expiry / Cpox ronnoctn : 01/2029

Analysis performed according ND / Ananus nposegen mo HJE: ITNO1 1252/01-160123

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PoacTBeHHbIE IPUMECH - not more than 0.005 % /

Method 1 / Meron 1 4-aMuHOGbeHON (IPUMECH MTapaleTaMora)
- "e 6onee 0,005 %

Method 2 / Metog 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHAS IPUMECH
(ubynpodena uiaM mapaneraMona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Merox 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/ Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[Toaroroeneno: Sanjgsh
Kumar Maurya _——

Checked by /

Ilposepeno: Pardeep Kumar

=
-~

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pyxoalc‘)jﬂ'renb

Reprint Date:.
Hara: 22.03.2024

Reprint Date:
Jara: .22.03.2

024

Manoj Kumar @E
Reprint Date:
Jara: 22.03.2024
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TaGi1eTKH, MOKPHITHIE IIEHOYHOI 060.104K0#H, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2400280

Batch Quantity / O6bem naptuu : 770.55 Kg

Analytical Report No / AHajinTH4yecKHii or4yer Ne :
040002448403

Date of Analysis / laTta ananmsa: 22.03.2024

Date of Manufacture / lata npousBoacrsea : 02/2024

Date of Expiry / Cpok rogHoctu : 01/2029

Analysis performed according ND / Anasin3 nposenen no HJI: I1N011252/01-160123

c) E. coli

10 |Uniformity of dosage

units /

OnHOpOAHOCTH Acceptance value (AV) should be not

JIO3UPOBAHHS L.5 more than 15.0 /

- Ibuprofen /ubynpocten IToxaszarens npdemiieMocTd (AV) nomkeH
ObITH He Hoee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napaneramon more than 15.0 /
ITokazarteb npuemiaeMocTd (AV) JOIDKEH
ObITh He Gonee 15,0

11 |Microbiological purity /

Mruxkpobuosoruyeckast

yucroTa* NA

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

microbial count / He 6onee 1000 KOE/r

O61wee unucno

a3poOHbBIX

MHKpPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee uucio

JPOAOKEBBIX U

IUIECHERBIX TPHOOR NA

Shall be absent in 1g / OrcyrcTBUE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarorosneno: Santosh | [Ipoeepeno: Pardeep Kumar Ono6peHo: Menemxep / PykoBosiurens
Kumar Maurya 1 Manoj Kumar HM'
Reprint Date:. Reprint Date: Reprint Date: o

Jara: 22.03.2024 Jata: .22.03.2024 - Jara: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaua®, Tab/IeTKH, NOKPbIThIE MJIEHOYHOi 000/104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400280

Batch Quantity / O6bem naprun : 770.55 Kg

Analytical Report No / AHanuTHYecKH#H oT4er Ne :
040002448403

Date of Analysis / laTa anannsa: 22.03.2024

Date of Manufacture / Jlata npouseoacrsa : 02/2024

Date of Expiry / Cpok roanocth : 01/2029

Analysis performed according ND / Anauu3 npoeeaen no HJI: ITN011252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6auctep. Ilo 1
6micTepy B TMayKy KapTOHHYIO

12 |Assay/ 400.4 mg / 400.4 mr From 360.0 to 440.0 mg of CizHiz0s
KonuuecTBeHHOE (Ibuprofen) per tablet /
onpeAeneHue Ot 360,0 mr mo 440,0 mr CisHisOz
(ubynpoden) B TabneTke
321.66 mg/321.66 Mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO,
(mapaneramoi) B TabJeTKe
13 | Package / YnakoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [IBX/Al
omuctep. ITo 1, 2 unu 20 6aMCTEpOB B
nayKy KApTOHHYIO BMECTE c

BMECTE ¢  MHCTPYKUHEH [0 |HHCTPYKLMEHN M0 NPUMEHEHHIO.
[IPHUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctsuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temneparype He Bolwe 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
TOJTHOCTU

* 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 IIPOH3BOAHTENEM MPH
BBIITyCKE EPHOAMUECKH: IS Kax ol 20-0i cepuu uu He MeHee 1 pasa B ro. Ilokasatenb MOXeET ObITh

He BKJIFOUeH B cepTHOHKAT aHANU3a (GUPMEBI

Remarks : The Product conforms to ND/

IIpumeuanne: [TpoaykT cootBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToxrotoBneno: Santpsh | [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosogyirens
Kumar Maurya @: o Manoj Kumar DY u.ﬁ_
Reprint Date:. Reprint Date: Reprint Date; e

JHara: 22.03.2024 Hata: .22.03.2024 Jara: 22.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauu®, TabaeTKH, MOKPBITHIE IIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400280 Batch Quantity / O6bem maptun : 770.55 Kg
Analytical Report No / AnajanTu4eckuii oruer Ne : Date of Analysis / JlaTa ananu3za: 22.03.2024
040002448403

Date of Manufacture / Jlata nponsposictsa ;: 02/2024  |[Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Auasn3 npoBenen mo HJI: T1 N011252/01-160123

ﬁgi;gﬁlgﬂi) A{ ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /
Homep cepun npou3BoAHTENA PIBM230457 4593/23-24
ADC:
FP Manufacturer API Batch
number / FEQA00657 FERA00002
Homep cepun cyGcTaHINK
npousBoanTtess I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxtuB India / llIpu Kpuiuna
IIpoussogutenr ADC, crpana: ®apma Caitencus Jlumurern, ®dapmacetotukaic JIta., Uanus
Wunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr cootsercTByet TpeGopanuam HJI | 3axmouenue: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Moarorosneno: Santgsh | [Iposepeno: Pardeep Kumar Onob6peHo: MeHemxkep / PykoBoagTens
Kumar Maurya =~ Manoj Kumar fg_J
Reprint Date.. Reprint Date: Reprint Date: o
Hara: 22.03.2024 Hata: .22.03.2024 Hara: 22.03.2024
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