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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NU6yxauH®, Tab1eTKd, NOKPLITHIE IIEHOYHO# 060/104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400413

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AHanuTu4yecknii oryer Ne :
040002463707

Date of Analysis / laTa anananza: 28.03.2024

Date of Manufacture / Jlata npoussoactna : 02/2024

Date of Expiry / Cpok rogaoctn : 01/2029

Analysis performed according ND / Anayn3 nposenen mo HJI: ITN011252/01-160123

Ne  |Test/ Iloka3zaTesn Results/ PesynbTatsl Specification / Hopma
1 |Description/ Onmucanne |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
KaInCyJnoBHAHON (OpMbI, MOKPHITHIE|KANCYIOBUAHON ~ (GOPMBI,  ITOKPBITBIC
[UIEHOYHO} OBONOUKOH OpaHKeBOTO|MICHOYHOH  000J0YKOH  OpaHKEBOTO
LBETa, C PUCKOW HA ONHOM CTOPOHE;|L[BETa, C PUCKOH Ha OJHOM CTOpOHE; Ha
Ha IIONEPEYHOM paszpe3e — SIpo|MoNepeHHoOM paspese — A4apo 6enoro unu
6enoro 1BeTa. noytu Oenoro uBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnnuaHOCTD 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) /
BpeMeHa ynepKvBaHHS OCHOBHBIX IHKOB
Ha XpoMaTorpaMme HCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  YAEpXKMBaHHMS [HKOB Ha
XpoMaTrorpaMMe pacTBOpa CTaHIapTHBIX
obpasiioB ubynpodeHa u maparneramona
(paznen «KonuuecTBeHHOE
OIpeieNIEHHE»)
3 |Average tablets weight 974.0 mg/ 974.0 Mmr From 9409 mg to 999.1 mg
Cpennsts macca (970.0 mg +3.0 %) /
TableTok Or 940,9 MI 70 999.1 MT

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Jata: 28.03.2024

Jlarta: 28.03.2024

Prepared by / Checked by / Approved by: Managér/Executive/
[Toarorosnexo: Nitin [TpoBepeHo: Santosh Kumar Onob6peHo: Meneme@sonmenb
Sharma [ Maurya A Abhishek Chauhan \

Reprint Date:. Reprint Date: Reprint Date: X

Jara: 28.03.2024

Resictered Officar 8-2-227, Road Me, 2, Banjarn Hilts
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6yxkauu®, Tab1eTKd, DOKPBITHIE NNIEHOYHO# 0060s104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400413

Batch Quantity / O6bem naptnn : 776.0 Kg

040002463707

Analytical Report No / AHajuTH4Yeckuii oTyer Ne :

Date of Analysis / /laTa ananu3za: 28.03.2024

Date of Manufacture / Jlata npoussoactsa : 02/2024

Date of Expiry / Cpok rognocthn : 01/2029

Analysis performed according ND / Ananus nposenen no HJI: [T N011252/01-160123

4 |Disintegration /
PacnagaemocTts

07 min 23 sec/ 07 muH 23 cek

Not more than 30 min /
He 6onee 30 MmuH

5 |Dissolution /
PacteopeHne

95 % To 99 %

96 % to 103 %

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

He wmenee 70 % (Q) CisHig0;
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CzHoNO;
(Paracetamol) after 30 min /

He wmenee 70 % (Q) GCsHoNO;
(napaneramo) yepes 30 MHH

Remarks ' The Pradn

of conforms 1o NN/

IIpumeuanne: [TPOAYKT COOTBETCTBYET Tpebopanuam HJT

| Opinion ;: APPROVED

Bannwuenne. OJOLIEIIO

Prepared by / Checked by / Approved by: Manager/Executive/
[Jonrorosnero: Nitin ITposepeHno: Santos&:](umar Onobpeno: Menemxkep / Pykqeoayrens
Sharma \‘\/ Maurya P Abhishek Chauhan (\

Reprint Date:. Reprint Date: Reprint Date: \

Hara: 28.03.2024 Hara: 28.03.2024 Hata: 28.03.2024

Ragistered Office: 8-2-337, Road No. 3, Banjara Hills

Tol =971 40 4800 2000, Fax: 441 204000 29
CliN: LB51954P1934PLCR
wwesdrreddys com

04507

Hydarabad - 560034, Telanzana, india
), Email: maiid drredayvs.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykanu®, TabaeTKH, MOKPLITHIE IIEHOYHOH 000/1049K0ii, 400 mMr + 325 mr

Batch No / Cepust Ne : V2400413

Batch Quantity / O6bem naptuu : 776.0 Kg

040002463707

Analytical Report No / AHannTH4ecKHif oTyer No :

Date of Analysis / Jlata ananu3za: 28.03.2024

Date of Manufacture / Jlara nponssoacrsa : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Auanu3 nposeaen no HJ/I: [T N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PoncTBeHHBIE TPUMECH - not more than 0.005 % /

Method 1/ Mertop 1 4-amuHOQeHoN (MpUMech NapalieraMmosa)
- ge 6osee 0,005 %

Method 2 / Metox 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jliobas eMHUYHAs pUMech
(ubynpodeHa unm mnapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumecei (Metoz 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 NTY/
Ipumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JlaTa: 28.03.2024

JlaTa: 28.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotroBneno: Nitin [Tposepeno: Santosh Kumar Onobpeno: Menemkgp / Pykogoaures
Sharma vy'/ Maurya v Abhishek Chauhan \
Reprint Date:. Reprint Date: ¢ Reprint Date: \

Jara: 28.03.2024

Repistered Gifice. 5-2-337, Foad M

Tib +91 40 4200 2800, F
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxkanH®, Tab/1eTKH, NOKPbITHIE MJIeHOYHOI 060/104K0i, 400 mMr + 325 Mr

Batch No / Cepusi Ne : V2400413

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / AnannTudecknii oryer Ne :
040002463707

Date of Analysis / /laTta ananunsa: 28.03.2024

Date of Manufacture / Jlata npousBoactsa : 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Anaynns npoBeaen o HJI: [T N0O11252/01-160123

10 |Uniformity of dosage

units /

OJHOpPOTHOCTD Acceptance value (AV) should be not

JIO3UPOBaHUS 1.2 more than 15.0 /

- Ibuprofen /uGyupoden Iokazatens npuemneMoctd (AV) nomken
ObITh He Oostee 15,0

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

napaneTaMmot more than 15.0 /
Tlokasarens npuemneMoct (AV) foixeH
6bITh HE 6onee 15,0

11 [Microbiological purity /

Miukpobuosornyeckas

gyucroTa®

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

microbial count / NA He 6onee 1000 KOE/r

Ob1mee yucio

a’poOHBIX

MHKpPOOPTaHH3MOB

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

yeasts and mould count He 6onee 100 KOE/r

/ OBuiee qucno

JIPONOKEBBIX U

NJIECHEBBIX TPUOOB

c) E. coli NA Shall be absent in lg / OtcyrcrBHe B

1r

Remarks : The Product conforms to ND/
HMpumevanne: [Tpoaykr covrsercisyet tpebuanmsam HJT

Opinion : APPROVED
S3axmoucnuc: OJOBPEHO

Prepared by /
IToarorosneHo: Nitin

Sharma (JJ/

Checked by /

[IpoBepeHo: Saut( Kumar
e "

Maurya

—

Abhishek Chauhan |

Reprint Date:.
Jara: 28.03.2024

Reprint Date:

Jara: 28.03.2024

Approved by: Manager/Executive/
OnobpeHo: Mem,um%@mmfmenb

Reprint Date:
Jata: 28.03.2024

wwe direddys,com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabieTKd, IOKPbIThIE IIEeHOYHOii 000104K0H, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2400413 Batch Quantity / O6bem maprun : 776.0 Kg
Analytical Report No / AHamuTuueckuii oTueT Ne : Date of Analysis / /laTa ananusa: 28.03.2024
040002463707
Date of Manufacture / Jlata npoussoactsa : 02/2024  |Date of Expiry / Cpok roanoctu : 01/2029
Analysis performed according ND / Anann3s nposeaen mo HJ: [1N011252/01-160123
12 |Assay/ 394.1 mg/ 394.1mr From 360.0 to 440.0 mg of C;3H;30,
KonndecTBeHHOE (Tbuprofen) per tablet /
OnpeneIeHNe Or 360,0 mr go 440,0 mr CisHisO2
(ubynpoden) B TabneTke
322.96 mg/ 322.96 mr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO;
(napaiietamo1) B TaOJNETKE
13 | Package / YnakoBka 10 tablets in PVC/AlL 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 tabnerok B JIBX/Al
tabnerox B [IBX/Al 6nucrep. [To 1 |6nuctep. o 1, 2 wim 20 6aucrepoB B
OnucTepy B MayKy KapTOHHYIO |MauKy KapTOHHYIO BMeEcCTe c
BMECTE C  HUHCTPYKIMEeH 1O |MHCTPYKUHEH MO IPHMEHEHHIO.
PUMEHEHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctBun ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue I1pu Temneparype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years /5 net
rOIHOCTH

* 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 nMpousBoAUTENEM NMpPH
BBINYCKE MEPUOAMYECKH: JUIsl Kaxaoi 20-0i cepuit unn He MeHee 1 pasa B rofl. Ilokasareb MOXET ObITh
He BKJIIOYEH B cepTUdHKaT aHann3a GupMbl

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykxt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Jata: 28.03.2024

Jata: 28.03.2024

Prepared by / Checked by / Approved by: Mangger/Executive/
[ToaroToBneHo: N{Rin [Tpoeepeno: Santogh Kumar OpnobGpeno: Menenk/ PyxoBoaurens
Sharma x——" | Maurya (¢ Abhishek Chauhan \ {

Reprint Date:. Reprint Date: Reprint Date: - l

JHata: 28.03.2024

Recistercd Office: 8-2-227, Road No. -

Tl +51 4

3, Banjnra
00, Fax: +G1 40 49

Clid: LES1G5AR]

14900 28
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iflﬁzxnm{@, TabJIeTKH, NOKPBIThIE MJIEHOYHOH 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400413

Batch Quantity / O6bem naptun : 776.0 Kg

040002463707

Analytical Report No / AHaauTH4YecKnif oT4ueT N :

Date of Analysis / JlaTa anaamsa: 28.03.2024

Date of Manufacture / JlaTta npousBoactea : 02/2024

Date of Expiry / Cpok roguoctu : 01/2029

Analysis performed according ND / Auanus nposenen no H/I: 1 N011252/01-160123

API name (INN) /

Haumenosarne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepuu nponsBoauTesist A-4909, A-4910 4594/23-24

ADC:

FP Manufacturer API Batch

number / FERA00013, FERA00014 FERA00003

Howmep cepun cyGeTaHuun
npouspoaunteas I'JI®:

API Manufactured by & country /
Hpoussoaurtens ADC, cTpana:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJI Kemukanc 3un
®apmacsrotuxaic JIita., Maaus

Sri Krishna Pharmaceuticals Ltd.,
India / IiIpn Kpnuina
®apmackrotukanc Jita., Uuaus

Remarks ; The Product conforms to ND/
IIpumeuanne: I poaykT cootBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Honro*romem::_]j‘ in [IpoBepeno: Santo umar Ono6peno: Menemxkep / Pykospauteinb
Sharma \ / Maurya @ Abhishek Chauhan lﬁ
Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024

Registered Office: 2-7
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