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Page 1 of 6/ Ctp. 1 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, TabieTKil, NOKPLIThIE JIEHOYHOH 000.104KOii, 400 mr + 325 mr

Batch No / Cepua Ne : V2301352

Batch Quantity / O6bem maptus : 769.000 Kg

040002069528

Analytical Report No / AnanuTidecknii or4er Ne :

Date of Analysis / laTa ananu3za: 28.08.2023

Date of Manufacture / [lata npoussogcrsa : 07/2023

Date of Expiry / Cpok roasocts : 06/2028

Analysis performed according ND / Anaaus nposeaen no HJI: [T NOI 1252/01-160123

No Test / Iloka3aTenanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onrcanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaTCyJOBUIHOH (QOPMBI, MOKPHITHIE
MICHOYHOM 00O0IOYKOH OpaHXeBOro
LIBETA, ¢ PUCKOH Ha OXHOHN CTOPOHE,
Ha TMOMEPeYHOM paszpe3e — sapo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KanCy/NOBUAHOW  (GOPMBI,  MOKPBITHIE
nJeHouHo  OOONOUKOH  OpaHXKEBOIo
1IBETa, ¢ PUCKON HA OAHOW CTOpOHE; Ha
nonepeyHoM paspese — AApo Genoro uiu
o4TH Hesioro LBeETA.

2 |Identification /
INopnuHHOCTH

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 ynepkUBaHHs OCHOBHBIX MHKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pacTBopa  JODKHBI  COOTBETCTBOBATH
BpeMEHaM  yACpXMBaHHS THKOB Ha
XpOMATOrpaMMe pacTBOpa CTaHAAPTHBIX
obpasioB nbynpodeHa M mapaneramona
(paznen «KonuuecTBeHHOE
OnpeIeIeHUEY)

3 |Average tablets weight
Cpenusist Macca
TabneToK

971.9 mg/971.9 mMr

From 9409 mg to 999.1 mg
(970.0 mg + 3.0 %) /

Or 9409 MI 10 999,1 M
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cOOTBETCTBYET Tpedoauusm HJ

Opinion : APPROVED
3axaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroTtoBneHo: b Iposepeno: Santosh Kumar Ono6peno: Menemxep / Pylc(i?f)m-nem,
' « Nk 1

Rama kant %W&U.’ ; Maurya Qﬁ/ Manoj Kumar w

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.11.2023 Jata: 15.11.2023 Hara: 15.11.2023

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
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Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Soian, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxkanH®, TabeTKH, NOKPbIThIE IIeHO4HOH 000109K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301352

Batch Quantity / O6bem naprud : 769.000 Kg

Analytical Report No / AHanuTH4decknit oTder Ne :
040002069528

Date of Analysis / laTa anamuza: 28.08.2023

Date of Manufacture / JJaTa mponspoactsa : 07/2023

Date of Expiry / Cpok rogHocTs : 06/2028

Analysis performed according ND / Ananu3s nposenen no HJI: TIN011252/01-160123

4

Disintegration /
Pacnagaemocth

06 min 09 sec/ 06 muu 09 cex

Not more than 30 min /
He 6onee 30 muH

Dissolution /
PacteopeHue

98 % To 102 %

98 % to 101 %

Not less than 70% (Q) of C;3Hi50:
(Ibuprofen) after 30 min /

He wMenee 70 % (Q) CuiHis0:
(u6ynpoden) gepes 30 MUH

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

He wMeumee 70 % (Q) CsHoNO;
(maparneramon) uepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cootBeTcTBYeT Tpebopanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToAroTOBIEHO:

Rama kant ’:{ M\"Lg Maurya Qf~

Checked by /
IIpoeepero: Santosh Kumar

Comre——

Approved by: Manager/Executive/

Onobpeno: Menemxep / Pykgeoautens
Manoj Kumar b J
3%

Reprint Date:.
Hata: 15.11.2023

Reprint Date:
Jara: 15.11.2023

Reprint Date:
Jara: 15.11.2023

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
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Dr.Reddy’s @3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJIA3A

Page30f 6/ Crp.3 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxann®, TabieTKH, NOKPbLIThIE INIEHOYHOH 0001049K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301352

Batch Quantity / O6nemM maptuu : 769.000 Kg

040002069528

Analytical Report No / Ananutnueckuii oT4yer Ne

Date of Analysis / JlaTa ananau3za: 28.08.2023

Date of Manufacture / Iata npousBoactsa : 07/2023

Date of Expiry / Cpox rogsoctn : 06/2028

Analysis performed according ND / Anasnus nposegen mo HJI: TIN011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PojicTBEHHBIE IPUMECH 0.0002% - not more than 0.005 % /
Method 1/ Mertop 1 4-amuHOQEHON (MPUMECH TapalieTamora)
- "He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast eIMHUIHAS pHUMeCh
(ubynpodeHa unM napaneraMmosnia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Metog 1 + Meton 2)
- He 6oiee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /
He 60onee 5,0 %

Remarks : The Product conforms to ND/

Ilpumeuanue: [Tponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroTroBaeHo: + [TposepeHo: Santosh Kumar Ono6peHo: Menemkep / Pykosoaurens
Rama kant %}w Maurya Cj@q/ Manoj Kumar X /

¥\ = (AL
Reprint Date:. Reprint Date: Reprint Date:
Hara: 15.11.2023 Jara: 15.11.2023 Jara: 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
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyka1un®, TabaeTKH, MOKPHITHIE ILIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301352

Batch Quantity / O6bem maptun : 769.000 Kg

040002069528

Analytical Report No / AHanuTu4yecknii oTyer Ne :

Date of Analysis / JlaTa anann3za: 28.08.2023

Date of Manufacture / Jlata npou3sBoacrsa : 07/2023

Date of Expiry / Cpok roguoctu : 06/2028

Analysis performed according ND / Ananm3s nposegen no HJI: TIN011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /
OnHOPOAHOCTE Acceptance value (AV) should be not
J03UPOBaHUs 1.5 more than 15.0 /
- Ibuprofen /ubynpoden IMTokazatens npuemiemMocty (AV) nomkeH
OBITh He Honee 15,0
- Paracetamol/ L.5 Acceptance value (AV) should be not
napaneTamont more than 15.0 /
IToxazartenp npuemiemoctd (AV) nomkeH
ObITE He Ooiee 15,0
11 |Microbiological purity /
Mukpobuonoruieckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Ob11ee yucio
a3pobHBIX
MHUKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee yucio
IPOXOKEBBIX H
IIECHEBBIX IPHOOB NA

Shall be absent in lg / OrcyrctBue B
Ir

Remarks : The Product conforms to ND/
IIpumeganue: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITpoBepeno: Santosh Kumar Opo6peno: MeHemxkep / PykoBoaurens
Rama kant W Maurya : Manoj Kumar @wj

. g
Reprint Date:. Reprint Date: Reprint Date:
Jlara: 15.11.2023 Jlata: 15.11.2023 Jata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ‘,’:".

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Page S of 6/ C1p. 5 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TableTKH, NOKPLITHIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301352 Batch Quantity / O6bem naptun : 769.000 Kg
Analytical Report No / AHajquTHYecKHit oTyeT No : Date of Analysis / [laTa ananusa: 28.08.2023
040002069528
Date of Manufacture / lata npouseoacrsa : 07/2023 | Date of Expiry / Cpok roanoctu : 06/2028
Analysis performed according ND / Anaju3s nposeaen no HJI: [T N011252/01-160123
12 |Assay/ 398.8 mg/ 398.8 Mr From 360.0 to 440.0 mg of Ci3HisO;
KonnuectpeHHOE (Ibuprofen) per tablet /
OTIpe/IeNIeHHE Or 360,0 mMr jmo 440,0 mr CpH;s0;
(ubynpoden) B Tabnerke
326.56 mg/ 326.56 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 2925 mr mo 357,5 mr CsHoNO;
(mapaueramon) B TabneTke
13 | Package / YnakoBka 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. / Ilo 10 |in a carton. / [To 10 tabnerox B IIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1 |6nucrep. o 1, 2 unu 20 Gauctepos B
OmMcTepy B TMAyKy KApTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTe C  MHCTPyKUMe#l 1O |HHCTpYKLHEH 110 MPUMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenve IMpu Temneparype He Bbiie 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
rONHOCTH

* 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. / IIpoBoguTCsS NIPOU3BOAMTENEM TIPH
BBIYCKE MEPUOAMYECKH: s Kaxaoh 20-o# cepun unu He MeHee 1 pasa B rof. ITokasaresns MOXET ObITh
HE BKJIIOYEH B cepTH(UKAT aHaN3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBercTByeT TpebopaHusm HJI

Opinion : APPROVED
3aknrouyenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosieno: J IIposepeHo: Santosh Kumar Opobpeno: Menemxep / PykoBoaurens
Rama kant @‘A/ Maurya @ Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.11.2023 Jlata: 15.11.2023 Jara: 15.11.2023

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

CEPTU®HKAT AHAJIU3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, Ta0JeTKH, NOKPBITHIE INIEHOYHO#H 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301352

Batch Quantity / O6beM naptun : 769.000 Kg

040002069528

Analytical Report No / Ananurnueckuii oTyeT Ne :

Date of Analysis / JlaTta ananu3za: 28.08.2023

Date of Manufacture / [laTa nipoussojacrsa : 07/2023

Date of Expiry / Cpox rogaoctH : 06/2028

Analysis performed according ND / Ananu3 npogejen no HJI: TIN011252/01-160123

API name (INN) /
HaumenoBanue AD®C (MHH):

Tbuprofen / U6ynpoden

Paracetamol / ITapanetamon

API manufacturer batch number /

Howmep cepun nponsBoanTeIA PIBM230150, PIBM230137 5047/22-23
ADC:

FP Manufacturer API Batch

Iumbert FEQA00218, FEQA00219 FEQA00191

Homep cepun cyGcTaHIUH
npouzpoautes I'JID;

API Manufactured by & country /
IIponzpogurtens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma Caitercns Jlumuren,
Hngus

Sri Krishna Pharmaceuticals Ltd.,
India / IIpu Kpumina
@apmacerotukanc Jita., Maaus

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoayxr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorosnexo: G [TpoBepeno: Santosh Kumar Onobpeno: Menemxep / Pykoeoaurens
Rama kant %\k&')/ Maurya Manoj Kumar

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023 Jara: 15.11.2023 Hara: 15.11.2023

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