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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 of 6/ Crp.1 436

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykauu®, TabNeTKH, NOKPLIThIE IIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepnsi Ne : V2302288

Batch Quantity / O6bem maptuu : 766.1 Kg

040002326057

Analytical Report No / AHanuTH4Yeckuii oTyer Ne :

Date of Analysis / Jlara ananusa: 15.12.2023

Date of Manufacture / lata nponsBogcrsa : 11/2023

Date of Expiry / Cpok roanocru : 10/2028

Analysis performed according ND / Ananu3 nposegen no HJ/I: [T N011252/01-160123

Ne |Test/ Ilokazarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KAIICYJOBUAHOM (OPMBI, MOKpPHITHIE
TJIEHOYHOW 00O0NOYKOH OpaHKEBOrO
UBETa, C PUCKOM Ha OJHOH CTOpOHE;
Ha TIOMEepPeuHOM paspe3e — SApPO
Oernoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / TabneTku
KarcyJOBHAHOW  (OpPMBI,  TOKPBITHIE
TUIEHOYHOH ~ 000JIOUKOHl  OpaHkeBOro

I[BE€Ta, C PUCKOH Ha OAHOM CTOpPOHE; Ha
MONEepeyHOM paspese — sapo Oenoro miu
[OYTH OeJIoro LBeTa.

2 |Identification /
IMonnuHHOCTD

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on
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)xuBaHUsI OCHOBHBIX MHKOB
Ha XpoMaTorpamMme UCIILITYEMOTIO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATH
BpeMeHaM  yIep)KMBaHUS THKOB  Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
obpa3nos ubynpodeHa u mnapaileraMmona
(paznen «KonuuecTeeHHOE
OTIPENIENIEHUEY)

3 |Average tablets weight
Cpenusist macca
TabneTok

970.7 mg / 970.7 mMr

From 9409 mg 999.1
(970.0 mg £+ 3.0 %) /
Or 9409 wr

(970,0 Mmr = 3,0 %)

to mg

999,1 MT

o

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cOOTBETCTBYET TpeOoBaHusaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 15.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoBneHo: f\ [IpoBepeno: Rama Kant Onobpeno: Meunemxep / PykoBoaurens
Ankit = &’A\ ol Amit Kumar (5(,\/

. N —
Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 15.12.2023

Jara: 15.12.2023
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CEPTUOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaua®, TabneTKu, NOKPLITHIE IIeHO4YHOH 000104K0i#, 400 mr + 325 Mr

Batch No / Cepnsa No : V2302288 Batch Quantity / O6bem napuu : 766.1 Kg
Analytical Report No / Anamutu4yeckuii oruer Ne : Date of Analysis / [laTa ananmsa: 15.12.2023
040002326057

Date of Manufacture / lata npoussoacrea : 11/2023  [Date of Expiry / Cpok roanoctu : 10/2028

Analysis performed according ND / Ananus nposeaen no H/[: [T N011252/01-160123

4 |Disintegration / 08 min 31 sec/ 08 muH 31 cek  [Not more than 30 min/
Pacnanaemocts He 6onee 30 mun
5 |Dissolution / 97 % To 102 % Not less than 70% (Q) of C;3His0:
PacTBopeHHe (Tbuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO:
(ubynpoden) uepes 30 MUH
98 % to 103 % Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO;
(napaneramon) yepes 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT coorBeTcTBYeET TpeboBauusam HJI | 3akmoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IIpoBepeno: Rama Kant Ono6peno: Menemxep / PykoBoaurens
Ankit ﬂ ‘ﬁv"\(ﬂw Amit Kumar No=y
Reprint Date:. Reprint Date: Reprint Date:
Hara: 15.12.2023 JHara: 15.12.2023 Jara: 15.12.2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabaeTKH, IOKPBITHIE NIeHO4YHOoH 060.104uKoi, 400 mr + 325 mr

‘|Batch No / Cepusi Ne : V2302288 Batch Quantity / O6bem naptun : 766.1 Kg
Analytical Report No / AHasuTH4YeckHii oTyeT Ne : Date of Analysis / /laTta ananu3za: 15.12.2023
040002326057
Date of Manufacture / Jlata npousBogcrea : 11/2023 Date of Expiry / Cpok rogHocts : 10/2028

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

6 [Related substances / . 4-aminophenol (paracetamol impurity)
PoncTeenHble TpUMecH 0.0002% - not more than 0.005 % /

Method 1/ Meton 1 4-aMuHOGeHoN (TpUMeECh TapaleTaMmosa)
- He Gonee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIMHUYHAs NpUMeECh
(ubynpodeHa wiIM mnapayeTaMmosia) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Merton 1 + Meron 2)
- He 6onee 0,7 %

9 |Water/Bona 1.3% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: [Ipoaykt coorBeTcTBYyeT Tpebosanusam HJ[ | 3axmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosineHo: [IpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBonurens
Ankit ﬁ/ W Amit Kumar F"A\;
Reprint Date:. Reprint Date: ' Reprint Date:
Hara: 15.12.2023 Hata: 15.12.2023 Jlata: 15.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJieTKH, NOKPBITHIE IIeHO4YHOi 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302288

Batch Quantity / O6nem maprtuu : 766.1 Kg

Analytical Report No / AnajnuTu4eckuit otuer Ne :
040002326057

Date of Analysis / laTa ananu3a: 15.12.2023

Date of Manufacture / Jlata npoussoacrsa : 11/2023

Date of Expiry / Cpok roanocty : 10/2028

Analysis performed according ND / Anann3 nposeaen mo HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHUS 1.1 more than 15.0 /

- Ibuprofen /ubynpoden I[Tokazatens npuemneMocTd (AV) 1omkeH
ObITH He Gonee 15,0

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

napaueTamolt more than 15.0 /
ITokazarens mpueMieMocTd (AV) nomkeH
ObITH HE Goee 15,0

11 |Microbiological purity /

Mukpobuonorunieckas

yucroTta*

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

microbial count / He 6onee 1000 KOE/r

Ob61ee yucno

a3poOHBIX

MHKPOOPTraHU3MOB

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

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

/ Obuiee yuco

JPOXOKEBBIX U

TJIECHEBBIX IPUOOB

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

ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoayxr cooterctByeT TpeboBanusm HJ | 3axmodenune: OZIOBPEHO

Opinion : APPROVED

Jarta: 15.12.2023

Jara: 15.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosieHo: ﬁ [IpoBepeHo: Rama Kant OnobpeHo: Meunemxkep / Pykosoaurensb
Ankit Amit Kumar s

- Qe =
Reprint Date:. Reprint Date: Reprint Date:

JlaTta: 15.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaHH®, Tab/1eTKH, NOKPbIThIE NJIEHOYHO#H 0060104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302288

Batch Quantity / O6bem napruu : 766.1 Kg

040002326057

Analytical Report No / AHanuTu4eckuii oryer Ne :

Date of Analysis / [lara ananau3za: 15.12.2023

Date of Manufacture / lata npousBogcTsa : 11/2023

Date of Expiry / Cpok rogHocr : 10/2028

Analysis performed according ND / Anasiu3 nposesen mo HJI: I1 N011252/01-160123

12 |Assay/

KonuuecTBeHHOE
OInpeacjIcHuec

400.5 mg/ 400.5 mr

326.83 mg/ 326.83 mr

From 360.0 to 440.0 mg of Ci3HsO,
(Ibuprofen) per tablet /

Or 360,0 mr go 440,0 mr CisH;30,
(ubynpoden) B TabyeTke

From 292.5 to 357.5 mg of CsHoNO»
(Paracetamol) per tablet /

Or 292,5 mr jpo 357,5 mr CgHoNO;
(napaueramol) 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. Io 1
OnucTepy B IAYUKy KapTOHHYIO
BMECTe C  MHCTpyKUMEH 1o
TIPUMEHEHHIO.

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
onuctep. Ilo 1, 2 unu 20 6GnuctepoB B
nauky KapTOHHYIO BMECTE c
HHCTPYKLHEH 10 IPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetctBuu ¢ HJI.

XpaHeHue

15 | Storage conditions /

At temperature not more than 25 °C./
IIpu Temnepatype He BoIle 25 °C.

FOAHOCTH

16 | Shelflife / Cpox

5 years / 5 net

* 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. / I[IpoBoauTcst Npou3BOOUTENEM MPU
BBINYCKE TEPUOMUUECKH: Ui Kakaoh 20-0i cepuu unv He MeHee 1 pasa B ron. ITokaszaTess MOXET OBITh
He BKJIIOYEH B cepTU(UKAT aHANH32 QUPMBL

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT Tpeboanusam HJL

Opinion : APPROVED
3aximouenue: OJJOBPEHO

Jara: 15.12.2023

Hata: 15.12.2023

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

1 loAroTOBJIEHO: ’{ IIpoBepeno: Kama Kant Onobpeno: Menemxep / PykoBoautenb
Ankit (L W Amit Kumar ny

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.12.2023




Dr.Reddy’s ‘?.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabeTKH, NOKPHITHIE IJIEHOYHOH 000104K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2302288

Batch Quantity / O0bem nmapruu : 766.1 Kg

040002326057

Analytical Report No / Ananutnuyecknii oTyer Ne :

Date of Analysis / Jlata ananusa: 15.12.2023

Date of Manufacture / JlaTa npousBoacrsa : 11/2023

Date of Expiry / Cpox roguoctn : 10/2028

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

API name (INN) /

Haumenopanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepuu nponssoauTes PIBM230358 0323/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00452 FEQA00438

Homep cepun cybcTanuuu
npon3soautens I'JI®;

API Manufactured by & country /
Ipouspogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma CaiteHcus Jlumures,
Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuixa
®apmackrotuxanc JIta., UHaus

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaHusM HJ[

Opinion : APPROVED
3axaogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBsneHo: [TpoBepeno: Rama Kant OpnobpeHo: Menemxep / PykoBoaurensb
Ankit / W Amit Kumar /5(4_, y

Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.12.2023 Hara: 15.12.2023 Jara: 15.12.2023




