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CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJIU3A

Page10f6/Crp.1mu3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykana®, TabieTKH, NOKPLIThIE IIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi No : V2400375 Batch Quantity / O6bem naptun : 760.4 Kg
Analytical Report No / AHanuTu4deckuii oTyer Ne : Date of Analysis / laTa anaanza: 26.03.2024
040002456214

Date of Manufacture / lata npoussoctea : 02/2024 | Date of Expiry / Cpok rogmocrs : 01/2029

Analysis performed according ND / Ananus nposenes o HJT: T1 N011252/01-160123

Ne  |Test/IMokazaTrean Results/ Pe3yabTaTs! Specification / Hopma

1 |Descriptior/ Onucanne |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. / Tabnetku
KancynoBUAHON GOpPMBI, MOKpPHITHIC|KANCYNIOBUAHON  GOPMBI,  MOKpPEBITEIE
IVIEHOYHOH 06GOJIOUKOH OpaHXeBOro|IICHOYHOW  06ONOYKOH  OpaHKeBoro
1[BeTa, C PHCKOH Ha OfHOH CTOPOHC;|lBETa, C PHUCKOH Ha ONHOH CTOpOHE; Ha

Ha [ONEepPEeHHOM pa3pe3c — SApO|MonepedHOM pa3pe3e — 4po 6enoro uiu

Genoro 1gera. noutu 6esoro uBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IloanuHHOCTH CootBeTtcTBYET 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 ynepaHBaHHs OCHOBHBIX IUKOB
Ha XpoMmarorpamMme HCTIBITYEMOTO
pacTBopa  JOMKHBI  COOTBETCTBOBATH
BpEeMEHAM  YICpPXKHMBAHHUS -ITHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHOAPTHBIX
obpasiop ubynpodeHa M napaleraMmona

(pazgen «KonuyecrBeHHOE
onpeneneHue»)
3 |Average tablets weight 977.8 mg/ 977.8 mr From 9409 mg to 9991 mg
CpegHsst Macca (970.0 mg + 3.0 %) /
TabneTok Or  940,9 Mr  go 9991 MI

(970,0 Mr =+ 3,0 %)

T

Remarks : The Product confurmms (o ND/ Opinivi : APPROVED

Ipumeyanue: [Tpoaykr cooreercTByet Tpebosanusm HJI | 3akmouenue: OJIOBPEHO

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

[MoarorosneHo: Ankit R IIporepeHo: Rama Kant Onobpeno: Menemxdp / Pykoponutess
/ k- a £ Abhishek Chauhan ﬁ

Reprint Date:. L~ | ReprntDate: ~ ‘' T Reprint Date:

Jara: 26.03.2024 Hara: 26.03.2024 Hara: 26.03.2024

angang, india
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 6/ Ctp. 2 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkann®, tabaerky, NOKPLITLIE NIcHOgHOH 060a0uKseil, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400375

Batch Quantity / O6sem naptun : 760.4 Kg

040002456214

Amalytical Report No / AHaiutnyecknii oruer Ne :

Date of Analysis / Jara ananusa: 26.03.2024

Date of Manufacture / lata npon3zsoacrsa : 02/2024

Date of Expiry / Cpox rogrocts : 01/2029

Analysis performed according ND / Ananns npopenen mo HJI: [T N011252/01-160123

IIpumeyanue: Ilpoaykr cooreercrayer Tpebosanusm HJT

4 |Disintegration / 06 min 27 sec/ 06 mun 27 cek  |Not more than 30 min /
Pacnagaemocts He 6onee 30 mux
5 |Dissolution / 98% To 99 % Not less than 70% (Q) of C;sH30,
PactBopenue (Ibuprofen) after 30 min /
He wmewee 70 % (Q) Ci3Hj;0:
(mbynpoden) uepes 30 MUH
101 % to 104 % Not less than 70% (Q) of CsHoNO;
{(Paracetamol) after 30 min /
He Menee 70 % (Q) CsHoNO;
(napaieramon) uepes 30 MHH
Remarks : 'I'he Product contorms to ND/ Opinion : APPROVED

Zaxmouenue: OJOBPEHO

Hara: 26.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroTosneno: Ankit E _Dlposepeno: Ra Onobpeno: Menex Pyl{on JMTENE
_ > E ugm(r Abhishek Chauhan 1
Reprint Date:. Reprint Date: Reprint Date:

| Aara: 26.03.2024

Hara: 26.03.2024
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alion Unit-o
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CERTIFICATE OF ANALYSIS
CEPTUGOHKAT AHAJIM3A

Page3of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yxnua®, TabneTky, NOKPLITLIS NNIEH0YHOI 060n0uKof, 400 mr + 325 mMr

Batch No / Cepus Ne : V2400375

Batch Quantity / O6bem mapTun : 760.4 K¢

040002456214

Analytical Report No / AsanaTudeckuil oTwer Ne :

Date of Analysis/ Jara anamuza: 26.03.2024

Date of Manufacture / Jara nponssozcrsa : 02/2024

Date of Expiry / Cpok rogsoctn : 01/2029

Analysis performed according ND / Awasus nposejes no HJI: [T N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PopcTBeHHblE NpHMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amHHOGCHON (MPHMECH NapalicTaMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eMHUUHAS [IpPHMECh
(ubynpodeHa unM mapaleramona) - He
Gonee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/ Bona 1.5% Not more than 5.0 % /

He bonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanune: [Ipoaykt cooTseTcTByeT Tpebopanuam HJI

Opinion : APPROVED
3aximoyenue; OJOBPEHO

Prepared by / -
[ToaroToeneHo: Ankit /A"
-

Checked by /

ITpogepeo: Wt

Approved by: Manager/Executive/
Omobpeno: Mg.ue,u@ BOOUTEND
Abhishek Chauhan T

Reprint Date:.
|l Hara: 26.03.2024

Reprint Date: =~ ' ~
Hara: 26.03.2024

Reprint Date:
Hara: 26.03.2024
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Dr. Reddy's Laboratories itq_
Formulation Unit-6

{ Naiagarh Road, Baddj,
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~ 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIA3A

Page4 0of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrana®, TablleTKH, MOKPLITHIC IU1eH04YHoH 00010uK0ii. 400 mMr + 325 Mr

Batch No / Cepust Ne : V2400375

Batch Quantity / O6bem maprun : 760.4 Kg

040002456214

Analytical Report No / AnanaTu4ecknii orger Ne :

Date of Analysis / lata anaanza: 26.03.2024

Date of Manufacture / lata nponssoacrea : 02/2024

Date of Expiry / Cpok rognocts : 01/2029

Analysis performed according ND / Ananu3s nposegen mo HJI: [TN011252/01-160123

10 |Uniformity of dosage

c) E. coli

units / °

OpHOpOZHOCTD Acceptance value (AV) should be not

IO3UPOBAHHUS L.5 more than 15.0 /

- Ibuprofen /ubynpocen IMoxazatens npuemnemocTs (AV) momxen
BriTh He Gonee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napaneTamos more than 15.0 /
INoxazarens npuemnemoctd (AV) nomien
ObITh He Bonee 15,0

11 [Microbiological purity /

MuxpobHonoruyeckas

yucToTa* NA

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

microbial count / He 6onee 1000 KOE/r

O61nee yncio

aspobHBIX

MMKPOODPTraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obmiee uucno

HOPOMCOKERBIX U

TJ1IeCHEBBIX IPUOOR NA

Shall be absent in 1g / OrcyrctBHe B
lr

Remarks - The Product conforms to NT)/
TIpumeyanue; [Nponykr cooTBercTByeT TpeboBanmam HJT

QOpinion : APPROVED
3akmouenune: OJOBPEHO

Hara: 26.03.2024

Prepared by / Checked by / Approved by: Managpr/Executive/

Ioarororneno: Ankit ﬂ Alporepeno: Rama Kan Ono6peno: Meremxep / Pykobomurrens
il ﬂm Abhishek Chauhan — tl

Reprint Date:. Reprint Date: | Reprint Date: L

Harta: 26.03.2024

Hara: 26.03.2024
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Toi: 491 28166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

PageSof6/Crtp. 513 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yienun®, vabunerin, nokpsIThIe NIeHOYHO 000104K0iT, 400 Mr + 325 mr

Batch No / Cepua Ne : V2400375

Batch Quantity / O0bem maprau : 760.4 Kg

040002456214

Analytical Report No / Avanutu4yeckuii oTuet Ne :

Date of Analysis / [lata agaamza: 26.03.2024

Date of Manufacture / Jlata npouseoncrsa : 02/2024

Date of Expiry / Cpok:rogaocry : 01/2029

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

12 |Assay/
KonudecTBeHHOE
OlNpCIENICHHE

395.8 mg/395.8 mr

328.54 mg/ 328.54
Mr

From 360.0 to 440.0 mg of C3H 0,
(Tbuprofen) per tablet /

Ot 360,0 mr pgo 440,0 mr C|3H1303
(ubynpoden) B rabnerke

From 292.5 to 357.5 mg of CiH¢NO;
(Paracetamol) per tablet /

Or 2925 wmr go 357.5 mr CsHoNO;
(napaneramon) B Tabnerie

13 | Package / Ynakoeka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B IIBX/Al 6aucrep. 1o 1
6iMcTepy B Madky KapTOHHYHO
BMECTE €  HHCTpyKuHedi 1o
PHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 TaGnerox B ITBX/Al
onucrep. Ilo 1, 2 nmu 20 6nmcrepos B
nayKy KapTOHHYIO BMECTE c
HHCTPYKIHEi N0 NPUMEHEHUIO.

14 | Labeling / Mapkupoeka

According to ND. / B cooTserctuu ¢ HJI,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaneHune [Ipu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpox 5 years/ S ner
TONHOCTH

* 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. / [IpoBoanTCA NIPOM3BOAUTENEM MpPH
BBITYCKE [IEPHOAHYECKN: s KaxcAoi 20-0i cepuM WM He MeHee 1 pasa B rof. Ilokasarens MOXeT ObITh
HE BKIIOYeH B cepTHOHKAT aHa1M3a QHUPMBL

Roemarks | The Produst conforms to ND/
Ipuseuanne: IIpoayxr coorserctryer Tpebosanusam HJT

Opinion : A'TROVLED
3axmouenne: OJTOBPEHO

Prepared by /

Checked by /

OnobpeHo: Menemkep

Approved by: Managcﬁgﬂxecutive!
Abhishek Chauhan

Pyxong;{ﬁl.wem,

Reprint Date:.
Hata: 26.03.2024

[TogrotoeneHo: Ankit fﬁ [Tposepeno: Rm
// /

2

Reprint Date: |
Hara: 26.03.2024

Reprint Date:
Hara: 26.03.2024

Rogisteran O
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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJTH3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-b

siil, 1Khot, Nalagarh Road, Baddi,
Scian, H.P, 173 205, INDIA

1 C3166 5A001-02

vevodrediiys.com

s
15T

Page 6 of 6 / Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxaun®, tabierkn, NOKpLITLIE MIIEHOYHOH 060104uK0i, 400 Mr + 325 mr

Batch No / Cepns Ne : V2400375

Batch Quantity / O6nem napthu : 760.4 Kg

040002456214

Analytical Report No / AHaauTHIecKHi oT4eT Ne :

NN

Date of Analysis / lata anann3a: 26.03.2024

Date of Manufacture / {ara npoussojcrsa : 02/2024

Date of Expiry / Cpok roasocts : 01/2029

Analysis performed according ND / Ananus nposejen no HJL: IT NO11252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / Ilapateramon

Homep cepHH IPOH3BOAHTES
ADC:

API manufacturer batch number /

PIBM230457

4594/23-24

FP Manufacturer API Batch
number /

Homep cepru cyGeTaHua
npouzsogutess I'JIP:

FEQA00657

FERA00003

Ipouseogutens ADC, ctpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiiencus Jlumures,
Hnpus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuinna
dapmacktorukanc JIta., Uanus

IIpameuanue: Ilpoxykr coorsercTayeT TpeboBanuam HIJ

Opinion : APPROVED
Zaxmouenue: QJJOEPEHO

Prepared by / -
[ToaroToBneHo: Ankit /f;\

 [TpoeepeHo: Ram

Checked by /

Approved by: Manager/Executive/

Onobpeno: Menemkep ;@(i HTenb
Abhishek Chauhan .
1

1

Reprint Date:.
Tlata: 26.03.2024

e
Reprint Date: \—

Hata: 26.03.2024

Reprint Date:
Jlara: 26.03,2024




