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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . 4reddvs.com
CEPTUOUKAT AHAJIM3A

Page10of6/Ctp. 1 u36

[ Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabieTkd, MOKPLIThIe MIEHOYHOH 000,104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301148

Batch Quantity / O6bem nmaptuu : 776.00 Kg

040001956665

Analytical Report No / AnanmuTu4yeckuii oTder Ne :

Date of Analysis / /laTa ananu3za: 13.07.2023

rr-ﬁate of Manufacture / Jlata npousBoactsa : Jun.2023

Date of Expiry / Cpok roanocts : May.2028

Analysis performed according ND / Anan3s nposeaen no HJI: T1N011252/01-160123

Mo |Test / IoxaszaTean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabmierku
KALICYJOBUHOK (QOPMBI, TOKPHITHIE
IJIEHOYHOM 0007104KOH OpaHXEeBOro
I[BeTa, C PUCKON Ha OJHOU CTOpPOHE;
Ha [ONEpPEeYyHOM paspese — SAPO
6enoro uBera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBUAHONH  GOpPMBI,  ITOKPBHITbIE
WIEHOYHOH  06ONOYKOH  OpaH)XeBOro
I[BETA, C PUCKOH Ha ONHOH CTOpOHE; Ha
[IOTIEPEYHOM paspese — sApo Oenoro uiu
nouty 6eyoro LBeTa.

2 |Identification /
IToIMHBOCTE

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 off
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa yaepKUBaHUS! OCHOBHBIX ITHKOB
Ha XpOMaToOrpaMMe HUCHBITYEMOTO
pacTBOpa  AODKHBI ~ COOTBETCTBOBAThH
BpeMEHaM  yIEpXKUBaHUS IHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHJApPTHBIX
obpasios ubynpodeHa W napauneramosa
(pasnen «Kon4ecTBeHHOE
OIIpEeNICIIEHUEY)

3 |Average tablets weight
Cpennss macca
TabJeToK

972.5mg/972.5 Mr

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

Or 940,99 wMr go 9991 MT
(970,0 Mr = 3,0 %)

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosnexo: [TpoeepeHo: Pardeep Kumar OnobpeHo: Menemkep / Pykooaurenb
Ramakant | Amit Kumar F’;//

Reprint Date:. Reprint Date: Reprint Date: :

Hara: 13.07.2023 Jara: 13.07.2023 Jata: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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 ANALYSIS ww drreddys.com
CEPTHOUKAT AHAJIU3A

Page20f 6/ Crp.2 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MG6YykanH®, Ta01eTKH, IOKPBIThIE JIEHOYHOH 000/104K0H, 400 mr + 325 mr

Batch No / Cepus Ne

: V2301148

Batch Quantity / O6bem naptuu : 776.00 Kg

040001956665

Analytical Report No / AHaaMTHYeCKHH oT4yeT No ¢

Date of Analysis / laTa ananu3za: 13.07.2023

Date of Manufacture / Jlata npouszBoacria : Jun.2023

Date of Expiry / Cpok rogHoctu : May.2028

| Analysis performed according ND / Ananu3s nposegen no H/I: I N011252/01-160123

4 |Disintegration /
PacnagaemocTb

06 min 55 sec/ 06 MuH 55 cex

Not more than 30 min /
He 6onee 30 muH

5 |Dissolution /
PactBopenue

99 % To 101 %

101 % to 102 %

Not less than 70% (Q) of Ci3His0:
(Ibuprofen) after 30 min /

He wMewee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He w™memee 70 % (Q)
(mapaueramon) depes 30 MuH

Ci13Hi1502

CsHoNO;

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoaykt cootBeTcTByeT TpeboBanusam HJ[

Opinion : APPROVED
3akmouenue: OJJTOBPEHO

Hara: 13.07.2023

Hata: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Noarororneno; Y [TposepeHo: Pardeep Kumar Ono6peno: Menemiep / PykoBoaurens
Ramakant w t _ Amit Kumar . J_;:/\’//’-

Reprint Date:. Reprint Date: Reprint Date:

Jara: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tal: +91 40 4900 2000, M'ax: 191 40 4900 2999, Cmail: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS \w drreddys.com

CEPTH®UKAT AHAJIU3A

Page3of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykaun®, Tab/ieTKH, NOKPbITHIE NIEHOYHOH 060.,104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301148

Batch Quantity / O6bem naptuu : 776.00 Kg

040001956665

Analytical Report No / AHaanTH4YecKHii oT4yer No : Date of Analysis / /laTa anasuza: 13.07.2023

Date of Manufacture / lata npoussoactsa : Jun.2023 |Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Anann3 nposesen no HJI: TTN011252/01-160123

6 |Related substances /
PoxcTBeHHbIE TPUMECH
Method 1/ Metopn 1

Method 2 / Metox 2

. 4-aminophenol (paracetamol impurity)
0.0003% - not more than 0.005 % /

4-amuHOGEHON (IpUMeCh MapaleTamMmorna)
- He 6onee 0,005 %

0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast €/IMHUYHas IpUMECh
(ubynpodeHa WM mMapaneraMmosa) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

Cymma npumeceid (Meron 1 + Merog 2)
- He 6onee 0,7 %

9 |Water/Boga 1.6% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [TpoaykT cootBercTByeT Tpebopanusam HJ | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[Noarorosneng, [Tposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoautens
Ramakant - Amit Kumar [\ _- x
of - et

Reprint Date:. Reprint Date: Reprint Date:
Hata: 13.07.2023 Hara: 13.07.2023 Hara: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTHUDOHKAT AHAJIM3A

Page4 0of 6/ Crp. 4136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkauH®, Ta61eTKH, NOKPBITHIE IUIEHOYHOH 000104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301148

Batch Quantity / O6bem naptun : 776.00 Kg

040001956665

Analytical Report No / AHaauTHYecKMi oT49er No :

Date of Analysis / /laTa anannsa: 13.07.2023

Date of Manufacture / lata npouzsogcrsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Auamu3 nposesen nmo HJI: II N011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /
OpHopoaHOCTh Acceptance value (AV) should be not
JI03UPOBAaHUSA 0.9 more than 15.0 /
- Ibuprofen /u6ynpoden TTokasarens npuemieMocTd (AV) nomkeH
65ITH He 6onee 15,0
- Paracetamol/ 1.3 Acceptance value (AV) should be not
napaneTaMmolt more than 15.0 /
TTokazarens npueMieMoct (AV) 1oibkeH
ObITH He Hoiee 15,0
11 |Microbiological purity /
Muxkpobuonorudyeckas
yucrota*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Ob61ee yucno
a’poOHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1ee uucno
JIPOMOKEBBIX H
TUJIECHEBBIX TPUOOB NA

Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt coorBeTcTBYeT TpeboBaHusaM HJL

Opinion : APPROVED
3axmouenne: OJOBPEHO

Hara: 13.07.2023

Hara: 13.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: @; I[TpoeepeHo: Pardeep Kumar | OgoGpeno: Menemiep / PykoBoautess
Ramakant g; & f Amit Kumar j& e

Reprint Date:. Reprint Date: Reprint Date:

Jata: 13.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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 .\ drreddys.com

CEPTUDUKAT AHAJIN3A

Page50f6/Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTku, NOKPhITHIE IIEHOYHOH 060.104K0#, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301148

Batch Quantity / O6bem nmaptun : 776.00 Kg

040001956665

Analytical Report No / AHaiuTH4YeCKHH oT4eT N2 :

Date of Analysis / JlaTa ananu3za: 13.07.2023

Date of Manufacture / /lata npousBojcTsa : Jun.2023

Date of Expiry / Cpok rogHocTs : May.2028

Analysis performed according ND / Ananu3s nposeaen no HJI: [T NO1 1252/01-160123

12 |Assay/ 397.2 mg/397.2 mr From 360.0 to 440.0 mg of C;3sHis02
KonuuectBenHoe (Ibuprofen) per tablet /
oInpejesieHue Or 360,0 mMr mo 440,0 mr Ci3H;30;
(ubynpoden) B TabneTKe
331.08 mg/331.08 Mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO,
(mapaneramon) B TabJeTke
13 | Package / YnakoBka 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 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6muctep. Ilo 1, 2 umu 20 6auctepoB B
OnMcTepy B NauykKy KApTOHHYKO |MAyKy KapTOHHYIO BMECTE
BMECTE€ C  MHCTpYKIMEeH MO |MHCTPYKLHMEH N0 NPUMEHEHHIO.
PUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorBercteuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C./
Xpanenue IIpu Temmeparype He Bbiue 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
rOJHOCTH

* 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. / IIpoBoguTCsl TPOU3BOAUTENEM IPU
BBIITyCKE TIEPHOIMYECKH: ISl Kakaol 20-0i cepuy Wiu He MeHee 1 pasa B roj. Ilokasatens Moxet ObiTh
HE BKJIFOYEH B cepTHUKAT aHaM3a QUPMEI

Remarks : The Product conforms to ND/
Npumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusm HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHg: [TpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / PykoBoaureb
Ramakant / f Amit Kumar (&f;\-—f//

Reprint Date:. Reprint Date: Reprint Date:

Hara: 13.07.2023 Hara: 13.07.2023 Mara: 13.07.2023

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: L85135AP1984PLC004507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

) o@ Formulation Unit-6

Dr’ Reddy S .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS . drreddys.com

CEPTHO®HKAT AHAJIM3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6/IeTKH, OKPLITHIE IL1IeHOYHOl 000/1049K0¥, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301148 Batch Quantity / O6bem naptuu : 776.00 Kg
Analytical Report No / AmanuTHYecKui oT4yer Ne : Date of Analysis / JlaTa ananau3za: 13.07.2023
040001956665

Date of Manufacture / lara npouszBoacrea : Jun.2023 |Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anauu3 nposeen no HJI: [1N011252/01-160123

ﬁgi;:ﬁig:i) 1( OC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /
Homep cepus Mpou3BoAUTEIN PIBM230101 1307/22-23
ADC:
FP Manufacturer API Batch
number /
Hoep cepimm cyGeraniin FEQAO00185 FEQA00188
npouspoautens I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / pu Kpumna
IIpoussogutens ADC, crpana: ®apma Caitercus Jlumuren, ®apmackrotukaic JIta., Maaus
Wnnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IponykT coorBerctyet Tpebopanuam HJl | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosieHo: | ITpoeepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoauresns
Ramakant - Amit Kumar - -
W c-L;” /&““y
Reprint Date:. ' Reprint Date: Reprint Date: '
Jata: 13.07.2023 Hata: 13.07.2023 Jata: 13.07.2023

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: L851535AP1984PLC004507
www.drreddys.com



