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CEPTHUDPUKAT AHAJIU3A

Page1of 6/ Ctp.1m36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkaua®, TabJIeTKH, IOKPbIThIE MJ1eHOYHOH 000J104K0MH, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400256

Batch Quantity / O6bem mapTun : 766.843 Kg

Analytical Report No / Ananuruyeckuii oryer Ne :
040002444597

Date of Analysis / JaTta ananu3sa: 11.03.2024

Date of Manufacture / JlaTa npousBoacrsa : 02/2024

Date of Expiry / Cpox roanocru : 01/2029

Analysis performed according ND / Ananu3s nposeaen mo HJ/I: [1 N011252/01-160123

Ne | Test / IlokazaTesb Results/ Pe3yabTaTsl 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. / Tabnertku
KancynoBUAHO! (GOPMBI, MOKPHITHIE|KANCYTOBUAHOH  (GOPMBI,  ITOKPBITHIE
IJICHOYHOM 000JIOUKON OpaHXeBOro|IUICHOUHOH  000JI04KOH  OpaHXeBOro
[BeTa, C PUCKOH Ha OJHOI CTOPOHE;|L[BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
Ha TIOMEpEeYHOM paspe3e — SAPO|NONEPeyHOM paspese — sApo Genoro uiu
Oenoro LBeTa. noytyu 6enoro ngera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTH 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 ynep>xuBaHHsI OCHOBHBIX ITHKOB
Ha XpoMaTrorpamme UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATH
BpEMEHaM  YJIep)KMBaHUS [HUKOB Ha
XpoMaTrorpaMMe pacTBOpa CTaHAAPTHBIX
obpasnoB ubynpodeHa u mnapareramona
(pa3nen «KonuuecTBeHHOE
OIIPERETICHHER)
3 |Average tablets weight 972.0 mg/972.0 Mr From 9409 mg to 9991 mg
Cpenuss Macca (970.0 mg £+ 3.0 %) /
TabJIeTOK OT 940,9 MT o 999.1 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [poaykr cootBercTByeT TpeboBanusam HJ[ | 3akmodenne: ONOBPEHO

Prepared by /
[Toarorosneno: Ankit /ﬁ

Checked by /
[IposepeHo: 17

Approved by: Manager/Executive/
OnoGpeno: Menemkep/ Pykosonurens
Ahhishek Chanhan 7

—

Reprint Date:.
Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page20of 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykana®, TabJiIeTKH, NIOKPbITHIE IIeHO4YHO# 000J104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400256

Batch Quantity / O6bem maprun : 766.843 Kg

040002444597

Analytical Report No / Ananutuyeckuii oruer Ne :

Date of Analysis / laTa aHa/iu3a:

11.03.2024

Date of Manufacture / JlaTa npousBoacrsa : 02/2024

Date of Expiry / Cpoxk rognoctu : 01/2029

Analysis performed according ND / Anagu3 nposexen mo HJI: IT1N011252/01-160123

PactBopeHue

99 % to 101 %

4 |Disintegration / 06 min 03 sec/ 06 Mus 03 cex  |Not more than 30 min /
Pacnanaemocts He 6onee 30 MuH
5 Dissolution / 99% To 100 % Not less than 70% (Q) of C13H1802

(Ibuprofen) after 30 min /

He wmewee 70 % (Q)
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(napaneramon) uepes 30 MUH

Ci3H 150,

C8H9N02

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTBYeT TpeboBanusm HIL

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoarotorneHo: Ankit IIposepeno: Rama Kant OpobpeHo: MBHCJI}E%IJ-/ PyxoBoaurens
@ X ko Ahhishek Chanhan A
Reprint Date:. L~ | Reprint Date: V> = Reprint Date: '
Jara: 11.03.2024 Hata: .11.03.2024 JlaTta: 11.03.2024
Registered Office: S-2-237, Read Ne. 2, Banjara Hills, Hydernbad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoykanu®, TabNeTKH, NOKPHITHIE ILIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400256 Batch Quantity / O6bem mapruu : 766.843 Kg
Analytical Repoit No / AHainTH49ecKi 0T9eT Ne ; Date of Analysis / laTa adaunsa: 11.03.2024
040002444597

|Date of Manufacture / Jlata npoussoactsa : 02/2024  |Date of Expiry / Cpok rogsoctu : 01/2029

Analysis performed according ND / Ananus nposegen mo HJI[: [T N011252/01-160123

r6 Related substances / ;
PoncTeenHble npumecu 0.0001%
Method 1/ Meron 1

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

4-amuHO(EeHOI (MpUMeCh MapaleTamosia)
- "He 6osiee 0,005 %

IIpumeuanne: [TpoaykT cooTBeTcTBYET TpebGoBaHusIM H]T

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHAYHAs npuMech
(ubynpodena uIM napaneramosia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Mertoa 1 + Meroj 2)
- He bonee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknarwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive/

[Toarorosneno: Ankit ITpoeepeHo: Rama Kant Opnobpeno: Menemiep / PykoBoaurens
/ . @ud B Abhishek Chauhan \

Reprint Date:. L~ | Reprint Date: | Reprint Date: . \

Hara: 11.03.2024 Hata: .11.03.2024 Jara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabJjieTKH, IOKPLIThIE MUIEHO4HOI 000109K0H, 400 Mr + 325 mr

Batch No / Cepuns Ne : V2400256

Batch Quantity / O6bem napruu : 766.843 Kg

-n

Anaiyticai Report No / AHaJMTHYeCKHI oT4eT No :
040002444597

A B Y 4 £ oA 1 . Y B - - 11 AN Mm~AN A
Date o1 Analysis / Jdra dHaJIM3d: 11.U3.2Ul4

Date of Manufacture / JaTa npoussoacrsa : 02/2024

Date of Expiry / Cpok roanocts : 01/2029

Analysis performed according ND / Anaau3s nposeaen no HJ/: TIN011252/01-160123

¢) E. coli

10 |Uniformity of dosage

units /

OIHOPOIHOCTD Acceptance value (AV) should be not

JIO3UPOBaHHS 1.2 more than 15.0 /

- Ibuprofen /ubynpoden [Tokazarens npuemsieMocTd (AV) 10mKeH
OwITH He Oonee 15,0

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

napateTramont more than 15.0 /
[Toxa3zaTenb npuemaeMoctd (AV) gomkeH
OBITH He Oonee 15,0

11 |Microbiological purity /

MukpoGrosioruueckast

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

Obuiee guciio

a3pOoOHBIX

MUKPOOPTaHH3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1ee yucio

JIPOMOKEBBIX H

TJIECHEBBIX I'pHOOB NA

Shall be absent in 1g / OtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanmne: [IponykT coorBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToarororneHo: Anki%,

-

Checked by /

ITpoBepeHo: R?*:

Rkt

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBonutens
Abhishek Chauhan \

Reprint Date:. &
Jarta: 11.03.2024

Reprint Date:

A\

Hara: .11.03.2024

Reprint Date: R
Jata: 11.03.2024
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CERTIFICATE OF ANALYSIS /e creddys.com
CEPTUGUKAT AHAJIA3A

Page 5 of 6/ CTp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxauH®, Tab1eTKH, NOKPbIThHIE MJIEHOYHOH 000109K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400256 Batch Quantity / O6bem mapTuu : 766.843 Kg
Analytical Report No / AHannTHYecKHMH oTyeT Ne : Date of Analysis / lata anamm3a: 11.03.2024
040002444597

Date of Manufacture / JaTa npoussoactsa : 02/2024  |Date of Expiry / Cpok roanocts : 01/2029

Analysis performed according ND / Anaiu3s nposenes mo HJI: TIN011252/01-160123

12 |Assay/ 400.3 mg/400.3 mr From 360.0 to 440.0 mg of C;3Hi50;
KonunuecTBeHHOE (Ibuprofen) per tablet /
onpeaeneHue Or 360,0 mMr po 440,0 mr CisHisO;
(ubynpoden) B TabneTke
323.73 mg/ 323.73 mr’ From 292.5 to 357.5 mg of CsHoNO,

(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO,
(mapaueramonn) B TabyeTke

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. / ITo 10 [in a carton. / ITo 10 Ttabaerox B [IBX/Al
tabnetok B [IBX/Al 6auctep. ITo 1 |6auctep. o 1, 2 unu 20 6aucrepoB B

Onmucrepy B TadyKy KapTOHHYIO |IA4yKy KapTOHHYKO BMECTE c
BMeCTe C  MHCTPYKUHEH 1O |MHCTPYKLHEH [0 NPUMEHEHHIO.
NPUMEHEHUIO.

14 | Labeling / MapkupoBka| According to ND. / B coorsetctBuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /

XpaHnenue ITpu Temnepatype He Bbiiue 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
TOHOCTH

* 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. / TIpoBoAHTCSI NPOU3BOAKTENEM TIPH
BBITYCKE TEPUOAMYECKH: A/ Kaxa0ii 20-0# cepun uim He MeHee 1 pasa B roz. [Tokasatens MOXET OBITh
HE BKJIIOUEH B cepTH(UKAT aHaH3a GHUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeuanue: [TpoaykT cooTBeTcTByeT TpeboBanusm HJI | 3akmodenne: OIOBPEHO

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

[ToarotoBieHo: Ankit [IposepeHo: t Onobpeno: Menemﬁsp / PykoBoauTenb
m e m Abhishek Chauhan \

Reprint Date:. L Reprint Date: ' Reprint Date: =

Hara: 11.03.2024 Jara: .11.03.2024 ~ JlaTta: 11.03.2024

024, Telangana, India

reeddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 6 of 6/ Ctp. 6 H3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxanu®, Tab1eTKH, MOKPLITHIE INIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400256

Batch Quantity / O6bem naprun : 766.843 Kg

040002444597

Analytical Report No / AnanTHYECKHIT 0TYET Ne:

Date of Analysis / Jlata ananu3za: 11.03.2024

Date of Manufacture / laTa nponssogcrsa : 02/2024

Date of Expiry / Cpok roasnoctn : 01/2029

Analysis performed according ND / Anasnus nposeges mo HJL: [T N011252/01-160123

API name (INN) /
Haunmenosanue A®C (MHH):

Ibuprofen / I6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepHH NPOU3BOIHTES
ADC:

PIBM230456

4593/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyOcTaAHUHH
npoussoaurens I'JIdD:

FEQA00656

FERA00002

API Manufactured by & country /
Ipoussoautens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTuB
®dapma Caitencus Jlumuren,
508014781

Sri Krishna Pharmaceuticals Ltd.,
India / llIpu Kpuinna
®apmacerotukanc Jita., Uaaug

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorsercTByeT TpeboBauusm HJL

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by /
MoxarorosieHo: Ankit /‘J

Checked by /
HpOBepeHO:&ama Kant
i LU

-

Approved by: Manager/Executive/
OnobpeHo: MeHe
Abhishek Chauhan \— A\

\

ep / PykoBoaurenb

Reprint Date:. L
Hata: 11.03.2024

Reprint Date:
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