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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabeTKH, IOKPBITHIE MJIEeHOYHOH 0001049K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301985

Batch Quantity / O6bem napruum : 719.5 Kg

040002201182

Analytical Report No / Anaiauru4yeckuif oTder Ne :

Date of Analysis / [laTa ananu3za: 13.10.2023

Date of Manufacture / Jlata npousBoacTsa : Sep.2023

Date of Expiry / Cpok rogroctH : Aug.2028

Analysis performed according ND / Anann3s nposeaen mo HJI: [1N011252/01-160123

Ne | Test/ Iloka3zaTesb Results/ PesyabTaThl 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
KancyJNOBHUAHON (OPMBI, MOKPHITHIC|KANCYNOBUAHOR  (GOPMBI,  TOKPBITHIE
MJICHOYHOM 060JI0YKOM OpaH)XEBOTO|IJIEHOUYHOH  O0OONOYKOH  OpaHKEeBOIro
L[BETa, C PUCKOH Ha OJHOHN CTOpOHE;|1BeTa, C PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TIONEPEYHOM pa3pe3e — SAPO|TMONepeyHoM paspese — sApo 6enoro wiu
6eJoro LBera. nouTH 6eJIoro LBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[JoanuHHOCTH 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 ymep)xuBaHUs OCHOBHBIX MUKOB
Ha Xpomarorpamme UCTIBITYEMOTO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBATH
BpEMEHAM  YJIep)XXHMBaHMUS [HKOB Ha
XpOMaTOTpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa u mapaneramona
(pazzen «KonuuecTBeHHOE
OIPENETIEHHEN)
3 |Average tablets weight 976.3 mg/ 976.3 Mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg =+ 3.0 %) /
TabJIETOK Or 9409 wmMr pmo 999,1 MI
(970,0 mr + 3,0 %)
Pl
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poaykT coorercTByeT TpebosanusaM HJI | 3axmouenue: ONIOBPEHO

Prepared by /
IToarorosneHo:
Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

L

—

Approved by: Manager/Executive/

Onobpeno: Menemxep / P JIATENh

Munish Sharma

Reprint Date:
Jara: 13.10.2023

Reprint Date:
Hata: 13.10.2023

Reprint Date:
Jara: 13.10.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, Tab1eTKH, IOKPBITHIE MJIeHOYHOI 000104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301985

Batch Quantity / O6bem naptuu : 719.5 Kg

Analytical Report No / Ananutuyecknii oTyer Ne :
040002201182

Date of Analysis / JlaTa ananu3za: 13.10.2023

Date of Manufacture / Jlata npon3zsoacrsa : Sep.2023

Date of Expiry / Cpok roaHocTa

: Aug.2028

Analysis performed according ND / Anasin3 nposeaen no HJI: I1 N011252/01-160123

4

Disintegration /
PacnamaeMocTb

06 min 38 sec/ 06 muH 38 cek

Not more than 30 min /
He 6onee 30 Muu

Dissolution /
PacrBopenue

99 % To 101 %

98 % to 101 %

Not less than 70% (Q) of CisHi30;
(Touprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) uepes 30 Mmun
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramon) yepe3 30 MUH

Ci3H 302

CsHoNO;

Remarks @ The Product conforms (o ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Santosh Kumar Maurya

S 73

Checked by /
ITposepeno: Pardeep Kumar

oo

Approved by: Manager/Executive/

Ono6peno: Menemxep / P OJINTENb
Munish Sharma é

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Jara: 13.10.2023

Reprint Date:
Hara: 13.10.2023
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Ipumeuanue: [TpoaykT cootBeTcTBYeT Tpebosanusam HJI | 3akmouenne: ONOBPEHO

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknuH®, TabNeTKH, HOKPLIThIE NJIEHOYHOH 060104K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2301985 Batch Quantity / O6bem napruu : 719.5 Kg
Analytical Report No / AHasuTHYeckHii oT4eT Ne : Date of Analysis / lata anasausa: 13.10.2023
040002201182
Date of Manufacture / /lata npousBoacrsa : Sep.2023 [Date of Expiry / Cpok roasocts : Aug.2028
Analysis performed according ND / Anaau3s nposenen no H/: I N011252/01-160123
6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoncTBenHble mpumecu 0.001% - not more than 0.005 % /
Method 1 / Metog 1 4-amuHodeHon (pUuMech NapaleraMmona)
- He 6onee 0,005 %
Method 2 / Meron 2 BDL (Disregard Area 6978) Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eMHUYHAS NPUMECH
(ubyrnpodeHa WM mMapaleTamMosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.001% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Metog 2)
- He 6oiee 0,7 %
9 |Water/ Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by / ¢ éEcl Checked by /
IToarotrosneHo:

[Iposepeno: Pardeep Kumar Onob6peHo: Menemxkep / Pyxkeroaurens
Santosh Kumar Maurya f Munish Sharma

Approved by: Manager/Executive/

Reprint Date: Reprint Date:

Hara: 13.10.2023 Hara: 13.10.2023

Reprint Date:
JHara: 13.10.2023

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: L85195AP1384PLC004507
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Eroduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkauu®, Tab/1eTKH, HOKPBITHIE IIEeHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301985

Batch Quantity / O6bem naptuu : 719.5 Kg

040002201182

Analytical Report No / AnannTuyeckuii order No :

Date of Analysis / [laTa anann3a: 13.10.2023

Date of Manufacture / lata npon3soacTsa : Sep.2023

Date of Expiry / Cpok rogaocts : Aug.2028

Analysis performed according ND / Anann3s nposeaen mo HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTh Acceptance value (AV) should be not

JIO3UPOBAHUs 1.2 more than 15.0 /

- Ibuprofen /ubynpoden [Tokasatens npuemieMocTd (AV) 1oykeH
OBITH He Oonee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaneTamon more than 15.0 /
ITokazarens mpuemaeMoctd (AV) nomkeH
OBITH He 6onee 15,0

11 |Microbiological purity /

Muxkpobuosoruueckas

yuctoTa*

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

microbial count / He 6onee 1000 KOE/r

Obuiee uucno

adpOOHBIX

MHKPOOPraHHU3MOB

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

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

/ Obuiee uucio

JPOXOKEBBIX U

IUIECHEBBIX rpubOB

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

ir

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykt cootBercTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / @\
IlogrotoBneno: =

Santosh Kumar Maurya

Checked by /

[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Ono6peno: MeHemxep / oNTENB
Munish Sharma

Reprint Date:
JHata: 13.10.2023

Reprint Date:

Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, Ta01eTKU, NOKPLITHIE MJIEHOYHOH 0060109K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301985

Batch Quantity / O6bem naptuu : 719.5 Kg

040002201182

Analytical Report No / Anajqutuyecknii oTyer Ne : Date of

Analysis / lata anann3a: 13.10.2023

Date of Manufacture / [lata npousBoacrsa : Sep.2023 |Date of

Expiry / Cpok roasoctH : Aug.2028

Analysis performed according ND / Ananu3s nposesen no HJI: 1 N011252/01-160123

12 |Assay/
KonunuecTBeHHOE
ornpexeseHue

399.2 mg/ 399.2 mr

323.16 mg/ 323.16 Mr

From 360.0 to 440.0 mg of C;HizO;
(Ibuprofen) per tablet /

Ot 360,0 mr mo 440,0 mr C;3sHizO;
(ubynpocdeH) B Tabnerke

From 292.5 to 357.5 mg of CiHyNO;
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO;
(napatietamol) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
Omucrepy B NAuKy KapTOHHYEO
BMECTE C  HHCTpPyKIMEH 10
NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6muctep. Ilo 1, 2 wnmu 20 6nuctepos B
nayKy KapTOHHYIO BMECTE c
MHCTPYKIHEH 10 TPUMEHEHHUIO.

14 | Labeling / MapxkupoBka

According to ND. / B cootBerctBuu ¢ HJIL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenue ITpu temneparype He Bble 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
TOJIHOCTH

* 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. / [IpoBoguTcst mpou3BoguTENEM MpPU
BBIIYCKE NEPUOAUYECKH: AN Kaxaol 20-o0# cepun win He MeHee | pasa B rof. Iloka3arenb MOXeT ObITh
He BKJIIOYEH B cepTH(UKAT aHAMU3a QPUPMEL

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam H]I

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by / @/\-

IloaroroBneHo: ——
Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

L

Approved by: Manager/Executive/

Omobpeno: Menemxep / P OJIUTENE
Munish Sharma C@

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Mara: 13.10.2023

Reprint Date:
Jara: 13.10.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabaeTkH, NOKPBIThIE NJ1eHOYHOH 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301985

Batch Quantity / O6bem napruu : 719.5 K

040002201182

Analytical Report No / Ananutudeckuii oryer Ne :

Date of Analysis / /laTa ananu3za: 13.10.2023

Date of Manufacture / lata npousBoacrpa : Sep.2023

Date of Expiry / Cpok roagnoctu : Aug.2028

Analysis performed according ND / Anann3 nposegen mo HJI[: [1 N011252/01-160123

API name (INN) /

Hamnvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /

Howmep cepun mpouszBoauTesis PIBM230317 4059/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00401 FEQA00244

Howmep cepun cybcTannuu
npounssoautes 'JID:

API Manufactured by & country /
poussonurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caiiencus Jlumuren,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuina
®apmacwrotukanc Jita., Uanus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3axsmouenue: OJJOBPEHO

Prepared by /

IToarorosneHo:; :

Santosh Kumar Maurya

Checked by /
[TpoBepeno: Pardeep Kumar

L

Approved by: Manager/Executive/

Onobpeno: MeHemxkep / BOJUTED
Munish Sharma :

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Jara: 13.10.2023

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




