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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1 0of 10/ CTp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6yknun®, Ta6eTKn, NOKPLITHIE IJIEHOUHOH 060/104K0H, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402378 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002732780 Date of Analysis / - 91.11.2024

Ananutnyeckuii oruer Ne JlaTa anaiu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JdaTa npoU3BOACTBA ToneH g0

Mfg. License No. / MA number: /

IHpouszBogcTBeHHAas : MNB/05/263 ) 1 JIII-Ne(003654)-(PI'-RU)
Homep PY

JHUeH3us Ne

Analysis performed according ND: / Anain3 nposeaed nmo HJI: JIl'I-.N'g(003654)-(Pl"-i{U)—101123

No |Test/ Iloka3are/b Results/ PesyabTaThi Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the

the cross-section. / Tabnetku
KancymnoBuIHOH GOPMBI, TOKPBITHIE
IUIEHOUHOM 060J104KOl OpaH)XXeBOro
1[BETa, C PUCKOH Ha OTHOM CTOPOHE;
Ha NONEPEYHOM paspese — sapo
6enoro uBera.

cross-section. / TabneTku KancyaoBUAHON
(bopMbl, MOKPHITHIE INIEHOUYHOH 000J10UKOH

OPaHXEBOTO LBETA, C PHCKOH Ha OJHOM CTOPOHE;

Ha NOTIEpeYHOM pa3pese — AApo 6enoro uiu
[IOYTH OeJIoro nBeTa.

Remarks : The Product conforms to ND/
IIpumeuanune: [Tpoaykt cooTreTcTBYyeT TpeboBaHusam HJI

Opinion : APPROVED
3axmouenne: OJJOBREHO

Prepared by / Checked by /
[ToxroTosneHo: Santosh Kumar [TpoBepeno: Pawan Kumar
Maurya _ .\-’

Approved by: Manager/Executive
/Onobpeno: Menemep /
PykoBoautens Abhishek C_?h:;uhan

S

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Jara: 21.11.2024

{3, Baniare Hills, Hyderabad - 500024, Telangana, India

02200 2999, Email: mail@direddys.com




Dr.Reddy’s Qf‘

CERTIFICATE

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwwdrreddys.com

OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

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

Hpoxyxr: U6ykiun®, TaGeTKH, NOKPIThIE NIEHOYHOH 060J104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccug

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2402378 Oo6beM cepin ' 800000.0 Tab

Analytical Repovrt No/ - 040002732780 Date of Analysis / - 91.11.2024

AHajATHYeCKHUIi oTueT Ne JlaTa anainsza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa IpoH3BOACTBA Yopen no

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

aunensus Ne -

Analysis_performed according ND: / Ananu3 nposeaer mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 |Identification /
IMoagnuHHOCTH

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 ynepKUMBaHUS OCHOBHBIX MMKOB Ha
XpPOMaTOrpaMMe HCIBITYEMOI0 PacTBOPA JAOJIKHEI
COOTBETCTBOBATH BpeMEHaM yIep KUBaHHs THKOB
Ha XpoMaTorpamMme pacTBOpa CTaHIapTHBIX
ob6pasioB ubynpodena u napaueramona (paszaen
«KonuuecTBeHHOE ONpeaCICHUEN)

3 |Average tablets weight / 970.8 mg / 970.8 Mr 940.9 mg to 999.1 mg
Cpennsisi macca TabneTox (970.0 mg + 3.0 %) /
Or 940,9 MT bi(e) 999,1 MI

(970,0 mr = 3,0 %)

4 |Disintegration /
PacnmagaemocTh

06 min 25 sec / 06 MuH 25 cek

Not more than 30 min /
He 6o1nee 30 mun

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [poaykt cootBercTBYeT Tpeboanusam HJI 3axmoyenue: OJOBP EHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ono6peno: Menemxep /
Maurya @ __.,k.'-’ PykoBoauTens Ab]ﬁi hek Chau}\an
- I ' o

Reprint Date: Reprint Date: Reprint Date:
Hara: 21.11.2024 Jara: 21.11.2024 Jata: 21.11.2024

Regisiarod Office: & Jo 2, Banjara Hills, Hyderabad - 500024, Telangana, India

Talz wQL AT 2

2998 Emiail; mail@drreddys.com
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Dr.Reddy’s Qf‘

Dr Reddy's Laboratories ttd.
Forimulation Unit-6

Vitl. Khol, Nalagarh Road, Baddi,
Dizit. Selan, H.P, 173 205, INDIA
Tol i +01 98166 56001-02

ndrieddys com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 3 of 10/ CTp. 3 u3 10

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

Mpoayxr: M6ykann®, Ta6aeTKH, NOKPHITHIE MIEHOUHOI 06004K0#, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No/ . Batch Quantity / . 800000.0 tab /

Cepns No Akl O0bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002732780 Date of Analysis / . 91.11.2024

AHaadTuYecKHii oTueT Ne Jarta ananuza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JdaTa nipou3soacTBa Tonen g0

Mfg. License No. / MA number: /

IpouszBoacTBeHHas : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY

nuuen3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

Dissolution /
PacTrBopenue

5

97 % to 104%

98 % to 104%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3H1502 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHsNO» (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (mapauneramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
Tpumeuanne: [Tpoaykr coorsercTByeT Tpebosanuam HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /
[MToarorosaeno: Santosh Kumar [TpoBepeHo: Pawan Kumar
Maurya » /

Approved by: Managgr/Executive
/Ono6peno: Menekep /
Pykosomutens Abhishek C_ha\%]an

Reprint Date: .
Hara: 21.11.2024

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Hara: 21.11.2024




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. hol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 4 of 10/ CTp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: M6ykaun®, TabaeTKH, IOKPHIThIE MICHOUHO# 060.109K0#, 400 Mr + 325 mMr

Market/ PoiHoK :Russia / Poccust

Batch No / . Batch Quantity / - 800000.0 tab /

Cepusi Ne § SRS O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002732780 Date of Analysis / . 21.11.2024

ABajUTHYeCKHH oTueT Ne JlaTa anaaunza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTa mpoH3BOACTBA T'onen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ust Ne I

_Analysis performed according ND: / Anaaus nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacTBedHbIe IPpUMeECH than 0.005% /
]Method 1/ Meron 1 4-amuHodeHon (mpuMech TNapaleramona) He
6osee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL/ Hwxe mnopora paracetamol) - not more than 0.3% /
PerFiGTpanii Jlio6ast equHU4HAs mpuMech (MOympodeHa wiun
napaieramona) He 6onee 0,3 %
DT Total impurities (Method 1+ Method 2) - not more
: B than 0.7% / Cymma npumeceii (Merox 1+ Merton
2) ne 6onee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTseTcTBYET Tpebopanuam HJ

Opinion : APPROVED
3akmouenne: O/JOGPEHO

Prepared by /

Maurya

ITogrotosneno: Santosh Kumar

Checked by /
ITpoeepeHo: Pawan Kumar

Approved by: Managef/Executive
/Ono6peHo: Menemxgp /
Pykoroautens Abh'z_hjk Ch;’uhan

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Jara: 21.11.2024

47287 R

0502 d o 2, Banjara

ilie, Hyderabad - 500024, Telangana, india
2009, Emaii: mail@drreddys.com

PLCDOARDY




Dr.Reddy’s Q:’."

CERTIFICATE

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P, 173 205, IN:DIA
Tel: +91 68166 56001-02

vnanes deracldvus cor
JRWLOTTeGays.com

OF ANALYSIS

CEPTUOHKAT AHAJIA3A

Page 5 of 10/ Cp. 5 u3 10

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

Mpoayxr: U6ykann®, TaGneTKH, IOKPHIThIE MIEHOYHOH 060.104K0M, 400 M + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepunsa Ne V2402378 O0bem cepun " 800000.0 Tab
Analytical Repourt No/ . 040002732780 Date of Analysis / - 91.11.2024
Ananutuyeckuii order Ne Jata anaausa

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

Jata npou3BoacTrsa Tonen xo

Mfg. License No. / MA number: /

IIpou3BoacTBeHHas : MNB/05/263
auneH3nsa Ne

Homep PY : JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage

units /
OaHOPOAHOCTD Acceptance value (AV) should be not more than
JO3HPOBAHNUS 1.1 15.0 /IlokasaTens nprueMneMocTH (AV) foJkeH
- ibuprofen / ubynpoden 6bITH He 6onee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.2 15.0 /Ilokasatens nprueMneMocTd (AV) noibkeH
napaneTamol ObITh He 6onee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorsercTByeT Tpebosanmsm H/JT 3akmoyenne: OHOBPT,‘j,HO
Prepared by / Checked by / Approved by: Managey/Executive
IToarorosneno: Santosh Kumar | [IpoBepeno: Pawan Kumar /Ono6peno: Menemkep /

Maurya @_ \ 7 PykoBoautens Abhighek Chauh}:n
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.11.2024 JlaTta: 21.11.2024 Jara: 21.11.2024

2009, Email: mail@drreddys.com
CO0ASCT




Dr.Reddy’s Qf."

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDiA
Tol: +91 98166 56001-02

swwe, drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 6 of 10/ CTp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxkr: Hoykaun®, TabneTkn, HOKPHITHIE NIEHOHOIH 060s10uKoii, 400 Mr + 325 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne Al O0neM cepun " 800000.0 Tab

Analytical Report No/ - 040002732780 Date of Analysis / - 91.11.2024

AnanurndeckKuii orTuet Ne JlaTa anaau3za

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jarta nnpou3Boacrsa Togen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

aunen3uss Ne ]

Analysis performed according ND: / Ananus nposeaen mo HJI: JII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MukpoGuonorudeckas
yucrora*

a) Total aerobic microbial
count / O0bl1iee YHCIIO
a9poOHBIX

MHKPOOPTaHHU3MOB

b) Total combined yeasts
and mould count / Ob1ee
YHCJIO0 JPOXOKEBBIX H
JIECHEBLIX IpubOB

¢) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He Gosee 100 KOE/r

in

Shall
lr

be absent lg / OrtcyrcTBHE B

Remarks : The Product conforms to ND/
Ipumeyanne: IIpoaykt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
[Mogrotoeneno: Santosh Kumar

Maurya @L

Checked by /

[IpoBepeHo:

Approved by: Manager{Executive
/Opno6peHo: Menemikep /

Pawan Kumar
/ ek ChauTan

Y PykoBoautens Abhig

.'_I,_ ‘l

Reprint Date:
Jara: 21.11.2024

Reprint Date:

Jara: 21.11.2024

Reprint Date: ]
Hata: 21.11.2024

{145 3, Panjars Hills, Hyderabad - 500024, Telangang, India

CEmail mail@drieddys.com
CO0AERT

wwdrreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P,, 173 205, INDIA
Tel 1 +91 93166 56001-02

.
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

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

Ipoaykr: I/Iﬁyknﬂﬂ®, Ta6JIETKH, IOKPBITHIE MJIEeHOYHOH 060J104K0ii, 400 mr + 325 mr

Market / PeIHOK :Russia / Poccust
Batch No / . Batch Quantity / - 800000.0 tab /
Cepusa No R O0beM cepun ~ 800000.0 Tab
Analytical Repovrt No/ . 040002732780 Date of Analysis / . 91.11.2024
AnaTUTHYeCKHH oTueT Ne JarTa aHan3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

| laTa ripon3BoJcTBA T'open g0
Mfg. License No. / MA number: /
IIpousBoacTBeHHas! : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)

Homep PY

JnneHsnsi Ne -

Analysis performed according ND: / Anann3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

10 Assay / KonrnuecTBeHHOe 360.0 to 440.0 mg of Ci;3His0, (ibuprofen) per
onpejae/ieHHe tablet /
397.6 mg/397.6 Mr Ot 360,0 mMr g0 440,0 mr C13H202 (ubynpoden) B
Tabnerke
292.5 to 357.5 mg of CsHoNO: (paracetamol) per
tablet /
327.51 mg/327.51 mr O1292,5 mr no 357,5 mr CsHoNO, (napaueramon)
B TabieTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabietok |tabnerox B [IBX/Al 6aucrep. ITo 1, 2 unn 20
B [IBX/Al 6smucrep. [To 1 Gnuctepy |OMHCTEPOB B MauKy KapTOHHYIO BMecTe C
B MauyKy KapTOHHYIO BMeCTe€ C |HHCTPYKLHEH 10 NPMMEHEHHUIO.
HHCTPYKIIHEH MO NpHMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. /B cootBetcteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaueHue ITpu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpok S years / 5 net
TOJHOCTH

Note: References in the normative document are given to the Rus

. Ph X1V.

Remarks : The Product conforms to ND/
Ipumeuanue: [TponykT cooTBercTBYeT TpeboBaHMAM H]T

Opinion : APPROVED
3axmouenne: OJOBPEHO

<

A

Prepared by / Checked by /
[Toarotorneno: Santosh Kumar [TpoBepeno: Pawan Kumar
Maurya 7

Approved by: Manager/Executive
/Onobpeno: Menemxep)/
PykoBonutens Abhi

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Jata: 21.11.2024

Reprint Date:
Hara: 21.11.2024

W drreddys.eo

Is, Hydarabad - 500024, Talangana, India
a Email: mail@drradgys com
CQ0A50G7

i




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tol 1 +91 98166 56001-02
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 8 of 10/ Ctp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: I/IﬁyKnnH®, Ta6JeTKH, TOKPbIThIE NJIeHOYHOH 0001

oukoii, 400 mr + 325 mr

Market / PeiHok :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne I O6beM cepun " 800000.0 Tab

Analytical RepOft No/ 040002732780 l.)ate of Analysis / . 91.11.2024

AHanuTHYECKHI oTdeT Ne Jara aHaan3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa npoH3BOJCTBA T'open a0

Mfg. License No. / MA number: /

ITpousBoacTBEHHASI : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ng Ne

Analysis performed according ND: / AHaiu3 nposeien no HJI: JII-No(003654)-(PT-RU)-101123

* 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.

T[pumeyanve: CCbUIKH B HOPMAaTHBHOMN JOKyMEHTalHH puBeaenbl Ha 'O PO XIV.

* [IpoBOANTCS MPOM3BOAUTEIEM TIPH BBITYCKE NEPUOAMYECKH: IS KoK 20-0f cepuy HilM HE MEHEE 1 pazaB
rog. [TokasaTenp MOXeET GBITh HE BKIIIOUEH B CEPTH(RUKAT aHANN3a QUPMBI.

API name / HanmenoBanue A®C: Ibuprofen

/ N6ynpoden Paracetamol / [Tapaneramonn

INN / MHH: Ibuprofen

/ U6ynpodeH Paracetamol / [Tapaueramon

API manufacturer batch number /

1201/23/A-0562 0541/24-25
Howmep cepun npouspoautens AOC:
FP Manufacturer API Batch number /
Homep cepum cy6cTaHIHH NPOHU3BOUTEIS FEQA00081 FERAQ0530
I'JId: -
IOL Chemicals and

API Manufactured by & country /
Hpouzeoautear ADC, crpana:

Pharmaceuticals Limited, India /
HOJI Kemukanc 381
®apmackrotukanc Jlnmuren,
Wunna

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpuiuna
dapmaceioTikaic Jlumuren,
Hunus

Remarks : The Product conforms to ND/
Hpumeuanne: [IpoaykT cooTseTcTByeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive
IMoarorosneHo: Santosh Kumar | [Iposepeno: Pawan Kumar /Opobpeno: Menekep /
Maurya @\ Y PykoBoautens Abhi
. |
Reprint Date: Reprint Date: Reprint Date:
Hara: 21.11.2024 Hara: 21.11.2024 Jara: 21.11.2024

e dirddy

ilis, Hyderaizad - 500024, Telanagana, India
2226, Email mail@diraddys.com
iPLCCUASDY

S.conm




Dr. Reddy's Laboratories Ltd.

D R dd , ...0 Formulation Unit-6
r. Vill. Khol, Nalagarh Road, Baddi,
e y s '. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
weniedrreddys.com
CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Page 9 0of 10/ Cp. 9 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: HOoykaun®, TabeTKH, NOKPHITHIE MJICHOYHOI 060/1049K0i, 400 Mr + 325 Mr
| Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi Ne R O6bem cepun ~ 800000.0 Tab
Analytical Repourt No/ . 040002732780 Date of Analysis / . 91.11.2024
AganuTuyecKnii oryer Ne JlaTa ananusza
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JdaTa npousBoacrsa I'open no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAsA : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Ananu3 npoeeaen no HJI: JIT1-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHue, agpec, MALEH3Hs 1A I-p Pennn’c JTaboparopuc JIta., Huaus, I1pou3BoacTBEHHOE
IIpousBoacTBeHHas niowmaaka / Ilnomaaka noxpasaenenue-6, Bumt. Kxons, Hanarapx Poyn, bapau, Jluctpuxt
KOHTpoJIA KauecTBa / [lnomanka Bbimycka Conan, X.I1., 173205, Unaus (unensus somep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKJI04eHHe 0 COOTBEeTCTBHM: «HacTofIuM s MOATBEpXKAAKD, YTO TPUBENSHHAs Bbllle HHQOPMALIMS ABJIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus NPOAYKLMM MPOHM3BeleHa (BKIIIOYAs yNakoBKy (MapKMpOBKY) W KOHTPOIb
KAYecTBA) Ha BBIIIEYKA3aHHONW MPOM3BOJACTBEHHON [Ulomaake (IUIOLIAAKax) B MOJHOM COOTBETCTBHU C
Tpe6oBanuamu [IpaBun Haaiexameil NpOU3BOACTBEHHOM NpakTHKU EBpasuiickoro skoHoMHueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16psa 2022) u TpeboBaHMAMH KOHTPOJIA Ka4eCTBA JIEKAPCTBECHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoayxT cooTBeTcTBYeT TpeOoBaHusaM HJI 3axmouenne: OLOBPRHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosieno: Santosh Kumar | Ilposepeno: Pawan Kumar /Ono6peno: Menemxep /
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Dr. Reddy's Laboratories Ltd.

q.. Formulation Unit-6
! o Vill, Khol, Malagarh Road, Baddi
DI’. Reddys . Distt. Salan, H.P, 173 205, INDIA

Tol:+91 93166 56001-02

O rredadvs.com

CERTIFICATE OF ANALYSIS
CEPTUHO®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| HponykT: I/Iﬁylcmm®, Ta0JIeTKH, OKPBITbIE MVIEHOUHO# 060/104K0H, 400 Mr + 325 Mr
| Market / Poiaox :Russia / Poccust
Batch No / i Batch Quantity / _ 800000.0 tab /
Cepust Ne E V2402578 Ob6bem cepHH " 800000.0 Tab
Analytical Repog’t No/ - 040002732780 Date of Analysis / . 21.11.2024
ApanuTHuecknii oryer Ne JlaTa anannza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JdaTa mpou3BOACTBA T'onen no
Mfg. License No. / MA number: /
IIpouzBoacTBeHHAsN : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3usa Ne
Analysis performed according ND: / Anaaus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaKXke B COOTBETCTBUU CO ClielUPUKALMAMHU, COAEPKALMMUCA B PETHCTPALIMOHHOM JOChE CTPaHbI-UMIIOPTEpA.
3amnucu Mo MpOU3BOACTRY, YIIAKOBKE U aHANIU3Y NTPOBEPEHBI, M YCTAHOBJIEHO X COOTBETCTBHE TpeboBaHusM [IpaBun
HajJIe)Kalied Npou3BOACTBEHHON MPaKTUKU EBPasHiiCKOro 3JKOHOMHUYECKOT0 COI03a.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpebosaHuaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[TonrorosneHo: Santosh Kumar | IIpoBepeHo: Bawan Kumar /OpobpeHo: MeHe K

Maurya % 1 - Pykosoautens Abhi an
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