Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratcries Lty
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Salan, H.P., 173 205, IND!a
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTH®HKAT AHAJIH3A

Page 10f 8/ Crp. 113 8

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg
Tponys<: Moyxkinn®, TabaerkH, MOKPLIThIE MIEHOYHOH 060/104K0ii, 400 Mr+ 325 mr

Marke€/Prinok :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab /
Cepns X y2401626 O6nem cepstn * 800000.0 Ta6
Analytical Repovrt No/ « 040002626136 Date of Analysis / . 24.08.2024
AxanuwThyeckHif oTuer Ne JlaTa aHaJM3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

| JaTa mpon3BOACTEA I'ogesn xo
Mfg. License No. / MA number: /
IIponsBogcTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Homep PY

JHIeH3Ha Ne

Analysis performed according ND: / Ananns nposejen no H/I: J[H_—Ng_(ﬂﬂ3654)—(PF-RU}-I01123

Ne |Test/ Ioka3arenanb

Results/ PeayasTaTnt

) _A;[;ea?n:e /
1 |Onmcanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerkn
KancynoBuaHo# (opMbl, MOKpBITHIE
nieHoYyHOH 060JI04KOH OpaHXeBOro
IBET4, C PUCKOH Ha OAHOH CTOPOHE;
Ha TOHepedHOM pa3pe3e — sApo
6enoro ugera.

Specification / Hopma

Oran_ge—ﬁlm-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyJIoOBHAHOM
¢opMBIL, OKPBITHIE TUIEHOHHOM 06010UKOH
OpaHXeBOro LBeTa, C PHCKOH Ha ONHOH CTOpOHE;
Ha MOIepedHOM pa3pese — SApo 6e0ro uiu
noytH Gesoro LBeTa.

Remarks : The Product conforms to ND/
Ipumewanue: [ponykr cootsercTByeT Tpebosanuam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Maurya

ToarotosieHo: Santosh Kumar

Checked by /

[Tpoeepeno: Pardeep Kumar /Ono6peHo: Menemxep /

Approved by: Manager/Execulive

Pykopogurens Manoj Kumar -\lnzﬂv&j

Reprint Date:
Jara: 24.08.2024

L —
Reprint Date:

Jara: 24.08.2024

Reprint Date:
Narta: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India

Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCODASOT

wwvdrreddyz.com




Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHEAT AHAJTH3A

Page20f8/Crp. 2 u3 8

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

Ipony&i: Hbyiiim®, TabAcTiH, TOKPLITHLIC IIeHOYHOH 000.104KOf, 400 mr + 325 mr

Marke! / Poisok :Russia / Poccwst - =

Batch No / ] Batch Quantity / _ 800000.0 tab/

Cepuss Ne gl Y O6nem cepui " 800000.0 Ta6

Analyfical Repo:‘t No/ . 040002626136 Date of Analysis / . 24.08.2024

AuandrindecKnii order Ne JlaTa aHAaIH3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

Jara fiponsBojicTsa Toaen Ao

Mfg. License No. / MA number-: /

IIpou3sEoacTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
N Howmep PY

Jinpensus Ne

| Analysis performed according ND: / Anasm3 nposenert 1o HT: JIT-Ne(003654)-(PI-RU)-101123

" Complies as prescribed/
CooTBETCTBYET

2 |Identification /
T1oAIHHHOCTD

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)/
Bpemena yJEpKHUBaHHS OCHOBHBIX [HKOB Ha
XPOMATOrPaMMe HCTIBITYEMOTO PacTBOpa AOMKHbL
COOTBETCTBOBATL BPEMEHAM YNEPXKHBAHHS MIKOB
HA XpOMATOrpaMMe pacTBOpa CTaHAApTHBIX
obpastos ubynpodena 1 napaueramona (pasaen
«KomuecTBeEHOE onpeaenennen)

3 |Average tablets weight / 976.7 mg/ 976.7 Mr

Cpeauss Macca T20J1eToK

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /

Ot 940,9 Mr Jo
(970,0 mr + 3,0 %)

999,1 M

4 |Disintegration /
PacnazaemocTs

07 min 10 sec/ 07 muH 10 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
Hpumeyanne: [IpoiyKT cOOTBETCTBYET TPEOOBARNAM HI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by /
MozaroTosneHo: Santosh Kumar

I[TposepeHo: Pardeep Kumar

Maurya @ P

Appruvad by: Manager/Exocutive
/Ono6peno: Menemxep / f
Pyxosoaurens Manoj Kumar M’_

Reprint Date:
Jlara: 24.08.2024

Reprint Date:
Hata: 24.08.2024

Reprint Date:

Jlata: 24.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fox: +21 40 4902 2999, Email: mail@drreddys com

CIN: L85195AP1S8£FLCO04507

www.drreddys.com




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories | td.
Formulaticn Unit-6
Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INGIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIH3A

Page3 of 8/ Crp. 3 m3 8

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyt: Hﬁ&'mm’“, TaG/eTKH, MOKPbITBIC NJIEH0YHOH ofoaouKeii, 400 mr + 325 mr

Market/ PolHOK :Russia / Poccns
Batch No / : Batch Quantity / . 800000.0 tab/
Cepna Ne V2401626 O6neM cepun " 800000.0 Tab
Analytical Repol.'t No/ - 040002626136 Date of Analysis / . 24.08.2024
AHanu TuaeckHii oTyeT Ne Hara aHanu3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

| Jlata mpoM3BOACTBA Ioxen g0
Mfg. License No. / MA number: /
ITpouzBoaCTBEHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)

Homep PY

hnnensus N

| Analysis performed according ND: / Ananus nposeaen no HJI: JITT-Ne(003654)-(PT-R11)-101123

5 |Dissolution /
PacrBopenne

Not less than 70% (Q) of CizHisO2 (ibuprof(;)—
after 30 min/

98 % to 102% He menee 70 % (Q) Ci3Hi:0: (ubynpodern) uepes
30 muH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

Method 1/ Meton 1

98 % to 102% He meuee 70 % (Q) CsHoNO, (napaueramon)
gepes 30 MHH

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncrBesHbie NPAMeECH than 0.005% /

4-amurodeHon (mpumech mapaleTamosia) He
6onee 0,005 %

Any individual impurity (of ibuprofen or

Method 2 / MeTox 2 Below BDL (BDL= 6887) / Huxe |paracetamol) - not more than 0.3% /
nopora perucTpanuu Jliobast enrHuYHas npuamech (MbympodeHa Hiu
(ITP =6887) napatetamona) ue 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0001% than 0.7% / Cymma npumeceii (Meron 1 + Metox
2) He 6onee 0,7 %
7 |'Water / Boga 1.7 % Not more than 5.0% /

He 6onee.5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumevanue: [TpoaykT cooTseTcTBYeT TpeboBannam HI 3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Execulive

[Togrorosneno: Santosh Kumar | ITposepero: Pardeep Kumar /Onobpeno: Menemiep / - (,‘

Maurya & L PykoBogutens Manoj Kumar ( s
<

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.08.2024 JHara: 24.08.2024 IlaTa: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderakad - 560034, Telangana, India

Tel: 31 40 4903 2900, Fox: +91 40 4500 2999, Email: maii@direddys.com

CIN: L83195AP1984PLCDO4507
wwwedrreddys.com




Dr.Reddy’s ‘_‘:‘

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

Vil'. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Pagedof 8/ Crp. 43 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipony xr: U6yraun®, TabneTku, NOKPLITHIC IUIEHOUHOH 060.104K0i, 400 Mr+ 325 mr

JAuuensns No

Market / Prinok :Russia / Poccust

Batch No / ] Batch Quantity / . 800000.0 tab/

Cepuss No b I O6BeM CepHE ' 800000.0 Tab

Analytical Repo:rt No/ . 040002626136 Date of Analysis / . 24.08.2024
AHATATHYCCKHH oT4eT Ne Hara aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

JlaTa nipou3sBoACTBA i Togenpo

Mfg. License No. / MA number: /

IIpou3sBogcTBEHHAS : MNB/05/263 Homep PY : JITI-Ne(003654)-(PT'-RU)

]

Analysis performed according ND: / Awaau3 nposenes no HJT: JITI-Ne(003654)~(PI'-R1/)-101123

8 |Uniformity of dosage
units /
OpHOpOZHOCTH
| I03UPOBAHHSA
i- ibuprofen / n6ynpogen

- paracetamol /
rapaueTamol

0.8

0.9

Acceptance value (AV) should be not more than
15.0 /INoka3zarens npuemineMocTd (AV) nonxex
65ITE He 60nee 15,0

Acceptance value (AV) should be not more than
15.0 /Tlokasarens npuemneMoctd (AV) nomieH
obITs He bonee 15,0

Remarks : The Product conforms to ND/
ITpameuanne: [IpoaykT cooTBeTcTBYET TpeboBanHsM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[Mogrorosueno: Santosh Kumar | Iposepeno: Pardeep Kumar | /Opo6peno: MeHemkep / /‘

Maurya %\ e Pykoeoautens Manoj Kumar .‘\}‘.ZL’U/’
o— =

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | ¢g
Formulation Unit-6

Vili. Khol, Nalagarh Road, Bad qj
Distt. Solan, H.P, 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJTIA3A

Page50f 8/ Crp. 5438

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: W6ykaun®, TabiaeTkH, NOKPLITHIE INIEHOYHO#H 060M0K0MH, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne o P O06beM cepHH " 800000.0 Tab

Analytical Report No / . 040002626136 Date of Analysis / . 24.08.2024

AHadHUTHYECKHIT oTgeT No JlaTa anajania

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029

JaTa npoM3BOACTBA s T'onen no

Mfg. License No. / MA number: /

IlpouszBoacTBEeHHAR : MNB/05/263 ) ¢ JITI-Ne(003654)-(PT"-RU)
Homep PY

JiHpeH3usa Ne

Analysis performed according ND: / Ananus nposenes no HJI: JII-No(003654)-(PI-RU)-101123

9 [Microbiological purity* /

325.70 mg / 325.70 Mr

Mukpoouonornueckas
yuerora®
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O6uee 4ucno He 6onee 1000 KOE/r
adpoBHBIX
MHKPOOPTraHH3MOB
b) Total combined yeasts Not more than 100 CFU/g/
and mould count / Ob1ee NA He 6onee 100 KOE/r
YHCIIO JPOXOIKEBBIX H
IUIECHEBbIX TPUOOB
Shall be absent in lg / OtcyTcTBUE B
¢) E. coli NA 1r
10 jAssay / Koan4yecTBeHHOE 360.0 to 440.0 mg of Ci3H:0: (ibuprofen) per
onpeaeseHue tablet /
399.4 mg/399.4 mr Ot 360,0 Mr 10 440,0 mr C3H 150, (u6ynpoden) B

TabneTke

292.5 to 357.5 mg of CsHsNO, (paracetamol) per
tablet /

0t1292,5 Mr 0o 357,5 mr CsHsNO: (mapaueTamon)
B TableTKe

Remarks : The Product conforms to ND/
IIpumedanue: [IpoaykT coorBeTcTBYET Tpebopanuam HJT

Opinion : APPROVED
3akmiouenne: OJOBPEHO

Prepared by /

IoaroTosneHo: Santosh Kumar
Maurya ﬁ_

Checked by /
ITpoBepeno: Pardeep Kumar
fal
C_‘.i——-:,"“

Approved by: Manager/Executive
/OnobpeHo: Menemxep / (‘
Pykosoautens Manoj Kmnar'\\hlgﬁg_-_ L

Reprint Date:
Harta: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai:@drreddys.com
CIN: L85195AP1984PLC0ON4507

www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. 5olan, H.P., 173 205, INDIa
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 8/ Crp. 6 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponyxr: H6ykmn®, TabneTKH, HOKPHITHIE NUICHOYHoH 0600uKoii, 400 mr + 325 mr

Market/ Poinok :Russia / Poccyst

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusz No A O6beM cepHH ' 800000.0 Tab

Analytical Report No/ . 040002626136 Date of Analysis / . 24.08.2024

AHanaTHYeCKHiT oTyeT Ne Hata anaJjin3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

Jata poH3BOjiCTBA Tonex no

Mfg. License No. / MA number: /

Ilpon3BoacTBEHHAA : MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)
Homep PY

JHUeH3na Ne

Analysis performed according ND: / Anasnu3s nposesien mo HJI: JI-Ne(003654)~(PI™-RU)- 101123

11

Package / YnakoBka

10 tablets in PVC/AI blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabieTox
B IIBX/Al 6nucrep. Ilo 1 6auctepy
B IIadKy KapTOHHY!O BMECTe ¢
WHCTPYKUUEH 110 IPUMEHEHHIO.

6nucTepoB

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al 6nuctep. ITo 1, 2 wau 20
B MUKy KapTOHHYIO BMeECTE C
HHCTpYKUHeit 10 IPUMEHEHHUIO.

12 | Labeling / MapkupoBka Accor{iix_zg_to ND. / B coorBeTctBun ¢ HJI,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Beiue 25 °C.

Note: References in the normative document are given to the Rus. Ph XIV.
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be

14 | ShelfIife / Cpok
| ronnoctH

5 years / 5 ner

absent from the Company's certificate of analysis.
ITpuntevanue: CCbUTKH B HOPMATHBHOMN NOKYMEHTAUH NPHBEICHBI HA T'd PO XIV.

* [IpoBOAMTCS MPOU3BOLHTENEM IPH BBITYCKE NEPHOAMYECKH: AN kaxxno# 20-0i cepun UK He MEHee 1 pasa B roz.
TTokasaTens MOXET OBITh HE BKIIIOYEH B cepTH(HKAT aHanu3a GHPMBEL.

Remarks : The Product conforms to ND/
Hpumeuanne: Mpoaykr coorsercrayer tpeGosanuam HIJ

Prepared by /
IMoaroTosneno: Santosh Kumar
Maurya

(K.

Checked by /
IpoBepeHo: Pardeep Kumar

Opinion : APPROVED
3axmouenue: OJOBPEHO

ApprT)ved by: Manager/Executive
/Onmobpeno: Menemxep / - f
PykoBoautens Manoj Kumar ?‘_\_l_m.z(tg

Reprint Date:
Hara: 24.08.2024

Reprint Date:

Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND1A
Tel: 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

www.drreddys.com

Page 70f8/Crp. 7u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipopyxr: Hoyicanu®, Tadnersy, NOKPHITLHIE IIEHOYHOH 000104K0ii, 400 Mr + 325 mr
Market / PeIHOK : Russia / Poccust
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne PP O6bem cepii * 800000.0 Tab
Analytical Repovrt No/ - 040002626136 I_)ate of Analysis / . 24.08.2024
AnanuTHdeckHit oTyeT N JlaTa aHaTH3a B
Date o_f Manufacture / - 08/2024 Date of Expiry / . 07/2029
Jlara npon3IBoacTBa Tosen 10 -
Mfg. License No. / MA number: /
IIponzBoacTBEHHAS : MNB/05/263 . : JITIT-Ne(003654)-(PT-RU)
Homep PY
suuening Ne u
| Analysis performed according ND: / Auanns nposejen mo HL: JII-Ne(003654)-(PT-RU)-101123

API name / HaumenoBanue A®@C:

Ibuprofen / H6ynpojen

Paracetamol / TTapaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / I[lapalietamon

API manufacturer batch number / 1101/24/A-1648 4097/24-25
Howmep cepun nponssoautens APC:
FP Manufacturer API Batch number / ;

FERA00352 FERA00310

Homep cepun cy6CTaHIMH NPOH3IBOAHTENS
L Jd:

API Manufactured by & country /

IOL Chemicals and
Pharmaceuticals Limited, India /

Sri Krishna Pharmaceuticals
Limited, India / lIpu Kpumna

HUOJI Kemukanc 3H
IIpousBognTess ADC, cTpana: O o Sl dapmaceroTrkanc JiuMuren,
®dapmMackrotukanc JIuMuren,
WUnnus
HUnaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HauMeHoBaHHe, agpec, JJULEeH3Hs NS
IIpousBoacTBeHHAast Iomaaka / [lnomanxa
| KoHTpoJs KavyecTsa / [lnomanxa esimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennn’c Jlabopatopuc JIta., MHaus, IIpon3BOACTBEHHOE
nognpasnenenue-6, Bumt. Kxonr, Hanarapx Poya, bamay, JIHCTpUKT
Conan, X.II., 173205, Uuaua (muuensus sHomep MNB/05/263)

Remarks : The Product conforms to ND/

IIpumeuanmue: IIpoayxr cootsercreyer Tpeboranuam HI

Opinion : APPROVED
3akaouyenne: OJJOBPEHO

Prepared by /
TloxzrotopieHo: Santosh Kumar

Maurya @_

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pykooputens Manoj Kumar b@[

Reprint Date:
Iata: 24.08.2024

S
Reprint Date:

Hata; 24.08.2024

Reprint Date:
Jara: 24.08.2024

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

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1984P1.C094507
www.drreddys.com




8 : Dr. Reddy's Laboratories Lty
Formulaticn Unit-6
Dr. Red dy’s ".‘ Vill. Khol, Nalagarh Road, Baddj
. Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHATTH3A

Page8of 8/ Crp. 813 8

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

Hpojy 12 ll'ﬁ_\-'wum"“, TabaeTKH, HOKPHITHIC NIEHOYHOM 000/109KOii, 400 mr + 325 mr

Market/ Prifiok ; Russia / Poccust

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepusz No D - O6nem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002626136 Date of Analysis / . 24.08.2024
AHaJATHUECKH]i oT4eT Ne — | daTa anajyH3a

Date of Manufacture / - 08/2024 Date of Expiry / . 07/2029
| lata rpou3BoACTRA I'oxen no

Mfg. License No. / MA number: /

TIpou3BoacTBEHHAN : MNB/05/263 H i : JITI-Ne(003654)-(PT-RU)

omep PY
gnersnn Ne
Analysis performed according ND: / Aranu3s nposeaen no HIL: JIT-Ne(003654)-(PT-RU)-101123

Declaration of certification: <« 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».

JaKI0UeHHE 0 COOTBETCTBUM: «HaCTOAmMMM 5 MOATBEPAIAIO0, YTO [IPHBEIECHHAS BhILIE HHPOpPMAIIUA SBIAETCS
JOCTOBEPHON M TOYHOW. JTa cepus MPOAYKIMH MPOU3BEACHA (BKMIOUas yMakoBKy (MapKMPOBKY) M KOHTpONb
KauecTBa) Ha BhIIEYKa3aHHOM MPOU3BOACTBEHHOW IIOIIAZIKE (rutomagkax) B IOJHOM COOTBETCTBHH C
TpeboBannsMu [IpaBun Hamexaed NpOU3BOACTBEHHOH NpPAKTUKH Erpasuiickoro 3koHOMHYecKoTo coto3a (No
GMP/EAEU/RU/00554-2022 ot 02 centabpa 2022) v Tpe60BaHUAMM KOHTPOIIS Ka4€CTBA IEKapCTBEHHEBIX CPCACTB,
4 TAIOKE B COOTBETCTBHMH CO cHelu(HKALHMAMHE, COASPHKALIHUMUCA B PETHCTPALMOHHOM JOCEE CTPAaHbI-HMIIOPTEPA.
3anKcH No NPOM3BOACTBY, YIAKOBKE W AHAJIM3y IPOBEPEHB], M YCTAHOBJIEHO UX COOTBETCTBAE TpeboBanuAM [Ipasun
Haaexamei MpoU3BOACTBEHHOM MPAKTHKKM EBpa3suickoro 3kOHOMM4ECKOro Cor3ax.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyaune: [Ipoaykr cooTsercTByet Tpebosanusm HJL 3axmouenne: OJIOGPEHO

Preparedby / Checked by / Approved by: Manager/Executive
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