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Product: Ibuclin,

film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabieTiu, NOKpLIThIe f1eHoaHo#H 060.m04Koii, 400 mr + 325 mr

Baich No / Cepusn Ne : V2400125

Batch Quantity / O6bem mapTin : 776.0 Kg

~_Analytical Report No / Auanutu4yeckHii oT4der N :
040002421059

Date of Analysis / laTa anannsa: 21.02.2024

])ate of Manufacture / [lata npouzsogcrea : 01/2024

Date of Expiry / Cpox rogHoctH : 12/2028

Annlym performed according ND / Anaans mposesen no HJI: ITN011252/01-160123

Ne  [Test / IloxasaTenn Results/ Pe3yabTaThl Specification / Hopma

[ |Description/ Onncanue |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. ./  Ta6nerku|core at the cross-section. / TabGnerku

KANCYNOBUAHOK (GOPMBI, TOKPSITHIC|KANCYIOBUAHOH  QOpMBI,  IOKPBITHIE

[NIeHOYHOH 060NoUKO# OpaHXeBoro|MJeHOYHOH  00onoukol  OpaHXKeBoro

LIBETa, C PHCKOM HA OJHOMN CTOpPOHE;|LBETa, C PUCKOM HA ONHOW CTOPOHE; Ha

Ha [IONEpeYHOM paspese — sSApO|MONEepeYHOM paspese — 4Apo Oenoro unu
Oernoro BeTAa. Mo4TH 6€N0To IBETA.

2 |Identification / Complies as prescribed/ The reteniion times of the main peaks on

[lopnuHHOCTE CootBeTcTBYET the chromatogram of the test solution

should correspond to the retention times

of the peaks on the chromatogram of]

ibuprofen and paracetamol veference

standards solution (section Assay) /

Bpemena yaepkuBaHHs OCHOBHBIX IIHKOB

Ha  XpoMmarorpamme UCIIBITYEMOTO

pacTBopa  JAOKHBI ~ COOTBETCTBOBATH

BpeMeHaM  yIepXKHBaHHs IIMKOB Ha

XpOMaTorpaMMe pacTBOPa CTAHAAPTHBIX

obpasuoB ubynpodeHa M mapaneramona

(paznen «KonuuecTBeHHOE

ONPENETCHAE) '

3 |Average tablets weight 970.0 mg/ 970.0 Mr From 9409 mg to 9991 mg
Cpenusst Macca (970.0 mg £ 3.0 %) /

Tabnetok Ot 940,9 Mr IO 999,1 MT

(970,0 Mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuyanue: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHo: W Ipoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pylcono urenb
Rama Kant -~ - Manoj Kumar ®
Reprint Date:. Reprint Date: Reprint Date: =

Hara: 21.02.2024

Hata: 21.02.2024
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykiauH®, Ta61eTKH, NOKPBIThIE NJICHOYHOH 000104K0#, 400 Mr + 325 Mr

{Batch No / Cepust Ne : V2400125 Baich Quantity / O6nem naprun : 776.0 Kg
Analytical Report No / Ananurnyeckuii oruer Ne : Date of Analysis / {laTa ananmza: 21.02.2024
040002421059
Date of Manufacture / JlaTa nponseozictea : 01/2024  [Date of Expiry / Cpok rogsocrs : 12/2028

Analysis performed according ND / Anans nposeen mo HJI: [TN011252/01-160123

4 |Disintegration / 08 min 17 sec/ 08 mun 17 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 mun
5 |Dissolution / 98% To 100-% Not-less- than 70% (Q) of Ci3sH;50;
PacTRopeHHe (Tbuprofen) after 30 min /
He wmemee 70 % (Q) CisH;0;
(ubynpoden) yepes 30 MUH
97 % to 101 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He Menee 70 % (Q) GCsHoNO;
(mapaueramon) yepes 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: [Tpoaykr coorreTcTByeT TpeGosanusam Hl | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: W [Tposepeno: Pardeep Kumar | Ono6perno: Menemxkep / Pykosoayyeb
Rama Kant <=>T‘—— Manoj Kumar @ Z_m
Reprint Date:. Reprint Date: Reprint Date:
Hara: 21.02.2024 Jara: 21.02.2024 Hara: 21.02.2024

Repistered Office: 8-2-327, Read No. 3, Banjara Hills, Hyderabad - S500024, Telangana, India
Tal: #9140 3800 2 TH91 30 4900 2992, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoykanu®, Tabaerin, NoKpbIThIE IIeHOYHOoH 060x049Kkoi#, 400 Mr + 325 Mr

Baich No / Cepun Ne : V2400125 Batch Quantity / O6wem naprun : 776.0 Kg

040002421059

Analytical Report No / Ananutuvecknii oTder Ne : Date of Analysis / JIaTta ananu3za: 21.02.2024

Date of Manufacture / Jlata nponseoacraa : 01/2024 | Date of Expiry / Cpok rogsocts : 12/2028

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

6 [Related substances / .
PopcTreHHbIe NpHMECH 0.001%
Method 1/ Meton 1

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

4-amuHoeHoI (IpHMECh NapaneTamona)
- ue fonee 0,005 %

IIpumeyanwne: [Iponyxr cooTBeTcTBYET Tpebopanuam HJL

Method 2 / Meron 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jhobas eAMHuBYHas npuMech
(ubynpodeHa wnM napaLgeramona) - He
Gonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Metoa 1 + Meron 2)
- ge 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6omnee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Zaxmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroToeneHo: ITposepeno: Pardeep Kumar
Rama Kant

=

Approved by: Manager/Executive/

Ono6peno: Menemxep / Pykoeo hia |
Manoj Kumar E quﬁ

Reprint Date:. : Reprint Date: Reprint Date:
Hara: 21.02.2024 Jara: 21.02.2024 Jata: 21.02.2024

Registered Qifice: 8-2-327, Read No. 3, Banjara Mills, riyderabad - 500034,

’

Tal: 4851 43 44803 280C, Fa
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, Ta6aeTKH, MOKPHITHIE INIeHOYHOiH 060104K0i, 400 mr + 325 mr

Batch No / Cepua Ne : V2400125

Batch Quantity / O6bem maptiu : 776.0 K

Analytical Report No / AHanHTH4YecKHi oTHeT No :
040002421059

Date of Analysis / laTa anann3a: 21.02.2024

Date of Manufacture / laTa npomzpogerea : 01/2024

Date of Expiry / Cpok rognocts : 12/2028 |

Analysis performed according ND / Ananus nposenen mo HJT: [I N011252/01-160123

c) E. coli

10 |Uniformity of dosage

units /

ORHOPOAHOCTE Acceptance value (AV) should be not

JI03UPOBaHUS 1.1 more than 15.0 /

- Ibuprofen /ubynpoden TMokazartens npreMieMoctd (AV) noJnKcH
6bITb He Oosee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

TlapaneTaMont more than 15.0 /
Tloxazatens nipuemaeMoctd (AV) gomxeH
65iTs He HGonee 15,0

11 |Microbiological purity /

MiikpoOHonor4ecKas

yycrora* NA

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

microbial count / He 6onee 1000 KOE/r

Ob1iee yucno

a35poOHBIX

MUKpPOOPTraHH3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obiiee 4HCII0

JIPOXGKEBBIX H

TJIECHEBBIX MPHOOR NA

Shall be absent in lg / OtcyrcTeue B
Ir .

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykT cooTBeTcTBYeT TpeboBanuam HII

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Hara: 21.02.2024

Jara: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo:; W [posepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoj b
Rama Kant v ; - Manoj Kumar 75 %;;uiﬁ
Reprint Date:. Reprint Date: Reprint Date:

Jara: 21.02.2024

a0q, Fax: =91 404

CIN: L8S
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknun®, rabierkH, NOKpbIThIE ILIEHOYHOH 000104K0#H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400125

Batch Quantity / O6bem napran : 776.0 Kg

040002421059

Analytical Report No / AHasHTH4ecKHif oT4eT No :

Date of Analysis / [laTa ananusa: 21.02.2024

Date of Manufacture / lata npon3sogcrsa : 01/2024

Date of Expiry / Cpox roguoct : 12/2028

Analysis performed according ND / Ananus nposegen no HJL: ITN011252/0 1-160123

12 |Assay/
KonuuecTBeHHoe

onpenencHue

395.7 mg/395.7 Mr

327.24 mg / 327.24 Mr

From 360.0 to 440.0 mg of C;3H;s0;
{(Ibuprofen) per tablet /

Ot 360,0 MIr 10 440,0 MI" C|3H1302
(ub6ynpoden) B Tabnerke

From 292.5 to 357.5 mg of CsHgNO,
{(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO,
(mapaueramMoJt) B TabJeTke

13 | Package / Ynakorka

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
onrcTepy B Ma4YKy KapTOHHYIO
BMECTE C  MHCTpyKIMeH 1o
[IPMMEHEHHIO.

blisiers and a patient information leaflet
in a carton. / ITo 10 Tabnerok B IIBX/AI
6nucrep. To 1, 2 unu 20 6nucTepos B
mayky
MHCTPYKLHEH N0 NPHUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20

4+

o

KapTOHHYIO BMECTE C

14 | Labeling / MapkupoBka

According to ND. / B cootrserctsus ¢ H]I.

15 | Storage conditions /

At temperature not more than 25 °C./

Xpanenue Ilpu Temnepatype He Belie 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
TOIHOCTH

* 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 npOH3BOAMTENEM [IPA
BLINYCKE MEPUOTNYECKH: JUTA Kaxaoi 20-0if cepun unu He MeHee 1 pasa B rof. [lokasarenb Moxer ObITH
He BKJIIOYEH B CEpPTH(UKAT aHanHu3a GUPMEI

Remarks : The Product conforms to ND/
TIpumeuanue: ITpoaykT cootBeTcTByeT TpeboBaHuam HJT

Opinion : APPROVED
3axmouenne: ONOEPEHO

Jara: 21.02.2024

Hata: 21.02.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBneHo: W [Iposepeno: Pardeep Kumar | Omo6penio: Menemxep / PykosoauTens
Rama Kant vd c:»if' Manoj Kumar @#g . &
Reprint Date:. ' Reprint Date: Reprint Date: :

Hata: 21.02.2024

Razistared Offic

ana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabieTKH, IOKPLIThIE MeH0YHOi 0601049K0#, 400 mr + 325 mr

Batch No / Cepns Ne : V2400125 Batch Quantity / O6bem naprun : 776.0 Kg
Analytical Report No / Axanurnyeckuii oruer Ne : Date of Analysis / laTa anammza: 21.02.2024
040002421059

Date of Manufacture / [lara nponszeogersa : 01/2024  |Date of Expiry / Cpox roasocrs : 12/2028

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

API name (INN) /
Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepHu NPOU3BOIUTENS PIBM230404 0883-23-24
ADC:

FP Manufacturer API Batch
number /

HoMep cepnn cybcTanmus FEQA00582 FEQA00650
npounspogurend I JId:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTus India / lpu Kpumina

IIpousBoautens ADC, crpana: ®dapma Caitencuz JTumurer, ®dapmaceiotrkanc JITa., Uaous
Hunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumedanue: ITpoaykt cootsercTByeT Tpebosanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ogrorosneHo: W IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosojiures
Rama Kant >l = — Manoj Kumar @,
Reprint Date:. ; Reprint Date: Reprint Date: g
Jara: 21.02.2024 Jara: 21.02.2024 JHara; 21.02.2024
Registered Offis 27, Roadd Mo, 3, Banjara Hils, Hyderahad - S00034, cana, india
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