Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HponyEct: Hoyxamn®, TabieTxi, NOKPhiThIe IIeHoYHOH 06010110, 400 Mr + 325 mr

Market/ PoiHoKk

:Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne ’ V,’)i‘rf)1378 QO0Bbem cepHH " 800000.0 Tab

Analytical Report No / . 040002600446 Date of Analysis / . 22.07.2024
AnanmTHyecKHii oTyer No JlaTa aHanmmn3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JlaTa poH3BOICTBA T'osen g0

Mfg. License No. / MA ber: /

TIponsBoaCTBCHHAS : MNB/05/263 aumber: : JITI-Ne(003654)-(PT-RU)

Homep PY

_uuenshs Ne

Analysis performed according ND: / Ananns nposejes no HJL: JITI-Ne(003654 }-(PI-R1)-101123

No |Test/ IlokazaTennb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onucauue

Page 10f10/ Ctp. 1 u3 10

Orange film-coated, capsule-shaped, one-side| Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section. | scared tablets; white or off-white core at the

/ TabneTkH  KancyTOBHIHOM
MOXPBITHIE [LTEHOMHOA oBonouxoi
opas&esoro LBeTa, C PHCKOM Ha OIHOA

OPMBI, - .
POPMEL | 1 s-section. / Ta6neTxu KancynoBHAHOM
($OpMEI, TOKPLITEIE [IIEHOYHOH 060noUKo#

CTOpOHE; M8 MOMEPEYHoM paspese — supo | OPAHXKEBOTO L[BETA, C PUCKOA Ha OAHOH CTOpOHE;

Genoro usera.

HA TIONIEPEYHOM pazpese — AApo 6e1oro Uin

MOYTH 6eJoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYET TpeGoBanuam HII

Opinion : APPROVED
3amouenue: OJOBPEHO

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

[Moarotonexo: Ambresh Kumar | [IposepeHo: Santosh Kymnar [Ono6peno: Menekep / @[{-ﬁg
! Ga)?j’ Maurya - Pykonourent Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

JlaTa: 23.07.2024 Hara: 23.07.2024 Hara: 23.07.2024

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

CIN: L85195AP1584PLCD04507
www.drreddys.com




Dr.Reddy’s ‘;‘7

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 2 of 10/ Crp. 2 y3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Tipoayscr: MOykann”, rabiuerky, noKpbirbie mieno9noii 060/104Koi, 400 mr + 325 mr

| Market / Pritok :Russia / Poccna

Batch No / ) Batch Quantity / _ 800000.0 tab/
Cepusi Ne PR Q0xem cepun " 800000.0 Tab
Analytical Repo:-t No/ - 040002600446 Date of Analysis / . 22.07.2024
AHanmaTH4ecKdit oTueT No JlaTa ananusa

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JlaTa mpoyM3BOACTBA Topen no

Mfg. License No. / MA ber: /

Tpon3BoacTBeHHast : MNB/05/263 nugger: : JITI-Ne(003654)-(PT-RU)

Homep PY
auuen3us Ne

Analysis performed according ND: / Auanns nposeaen no H/I: JIH-N;-{OUSGS-l)—(Pl":RU)-lOl 123

2 |Identification / Complies as prescribed/

The retention times of the main peaks on the

MoanunsocTs CooTBETCTBYET 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 ynepXKHBaHHA OCHOBHBIX [HMKOB Ha
XpOMATOrpaAMMe HCILITYEMOI'0 PACTBOPA JIOJLKHBI
COOTBETCTBOBATE BPEMEHAM Y/ICPHHBAHMS TMKOB
Ha XpoMmarorpaMMe pacTBOpa CTaHAapTHEIX
obpasiioB nOynpodieHa u napaletaMmona (pasgen
«Konuuecrsennoe onpeieneHHe)

3 |Average tablets weight / 972.2 mg/ 972.2 mr 940.9 mg to 999.1 mg

CpeaHsig Macca Tab1eTok (970.0 mg+3.0 %) /

Ot 940,9 mr o 999,1 Mr
(Y7U,0 Mr £ 3,0 %)
4 |Disintegration / 10 min 16 sec/ 10 Mun 16 cek | Not more than 30 min /
Pacnagaemocrs He 60nee 30 Mun
RemarKks : The Product conforms to ND/ Opinion : APPROVED
ITpumcuanue: [poaykT cooTBercTByeT TpeGoBanuam HJT 3axmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Tlomrorosneno: Ambresh Kumar | Iposepeno: Santosh Kymar /Ono6petio: Menemaep / '
A (:%7 Maurya fﬁ' Pykoponutens Manoj Kumar —=
Reprint Date: Reprint Date: Reprint Date:
Ilata: 23.07.2024 Hata: 23.07.2024 Iara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com )
CIN: L85195AP1584PLC004507

www. drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDja,
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIN3A

Page3 of 10/ Crp, 33 10

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

Hpoayxct: UOykinn®, TabaeTY, HOKPBITHIC MICHOMHOI 060404K0i, 400 mr + 325 Mr

Jannenzna Ne

Market / Pemiok :Russia / Poccus

Batch No / i Batch Quantity / ~ 800000.0 tab /

Cepun Ne A Q06beM cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002600446 Date of Analysis / . 92.07.2024

AHaauTHIecKHi oTueT No JlaTa anasnsa S
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JaTa nponu3BoaCTBA Togen g0

Mfg. License No. / MA number: /

IIponssoacTBeRHast : MNB/05/263 ! : JITI-Ne(003654)-(PT-RU)

Homep PY

Analysis performed according ND: / Anasnns nposeaen nmo HI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacrTBopenne
97 % to 100%

98 % to 100%

Not less than 70% (Q) of CisHisO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) CisHisO2 (MBynpoden) uepes
30 mun

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

He menee 70 % (Q) CsHoNO: (mapaueramonn)
yepes 30 mMuH

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axnouenne: OJJOBPEHO

Approved by: Manager/Executive
IToaroToBneno: Ambrc_shw | IlpoBepeno: Santosh Kymar /Ono6peHo: Menemiep / &'M
¥ v¥—" | Maurya

Pyxosomurens Manoj Kumar

Prepared by / Checked by /
(o

Reprint Date: Reprint Date:

Hara: 23.07.2024 Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hydersbad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCD04507
wwydireddys.com




Dr.Reddy’s Q

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIA3A

Page 4 of 10/ C1p. 4 w3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: M6ykaun®, Ta6neTky, NoKphIThIE NJeHO4HOIi 060104KO0i, 400 mr + 325 Mr

Market / PIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab / ]

Cepnsa Ne RO O6nreM cepin " 800000.0 Tab

ARG NS . 040002600446 Date of Analysis/ . 55 079024

Ananuruieckuii oryer Ne JaTa anajan3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

Jara npou3BOACTBA Tonen a0

Mfg. License No. / MA ber: /

IIpousBoACTBEHHAS : MNB/05/263 v i . JITI-Ne(003654)-(PT-RU)
Homep PY

auuensHsa Ne

Analysis performed according ND

: / Ananus nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoxacTBeHHbIE IPHMECH than 0.005% /
Method 1 / Meton 1 4-gmunoderon (npEMech MapaleTamosia) He
Goaee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
JhoGas eaunnurad npumech (uOympodena uim
napaueramona) e Gonee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
S than 0.7% / Cymwma npumeceii (Metox 1+ Meroz
2) ne Gonee 0,7 %
9 |Water / Boxa 1.8 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumevanne: [Ipoaykr cooTsercTByeT Tpebopanmnam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
IMonrotoeneno; Ambresh

\f

Checked by /

Approved by: Manager/Executive
Kumar | [TpoBepeHo: Santosh I\ﬂ /O no6peno: Menemxep / Qg gffffﬂ

Maurya \

Pykosoantens Manoj Kumar

Repritd Date:
Jlara: 23.07.2024

Reprint Date:
Jara: 23.07.2024

Repiul Date.
Iata: 23.07.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLC0O04507

www.direddys.com




Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories |td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIHU3A

Page 5 0f 10/ Cp. 5 y3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[HIpogykT: M6yiaun®, TabneTu. NoKpuIThHE NJIeHoYHOH 000/104K0i, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000.0 tab /
| Cepus Ne 2 P OGneM cepHH " 800000.0 Ta6

Analytical choEt No/ . 040002600446 Date of Analysis / . 22.07.2024

AnanuTHYeCKyii oT4eT Ne JlaTa ananunsa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JaTa MpoH3BOACTBA Togen go

Mfg. License No. / MA ber: /

TIponsBoACTBEHHAs : MNB/05/263 LI s . JITI-Ne(003654)-(PT-RU)

Homep PY
JHIen3Hs Ne

Analysis performed according ND

: / Ananus nposeaen no HJI: JIT-Ne(003654)-(PI-RU)-101123

10 |Uniformity of dosage
units /
OmHOPOAHOCTE
AO3KHPOBaHUS

- ibuprofen / ubynpoden

- paracetamol /
napateraMmosn

1.2

1.2

Acceptance value (AV) should be not more than
15.0 / TTokasarens npueMneMoctv (AV) mosmkeH
651Th He Bonee 15,0

Acceptance value (AV) should be not more than
15.0 / Ilokasarens mpuemneMocti (AV) JomxeH
65ITL He 6onee 15,0

Remarks : The Product conforins to ND/
Ipumeuanne: [Iponykt coorBercTBYET Tpebosannam HJ{

Opinion : APPROVED
3axmouyenne: OJOBPEHO

Prepared by /

IMonrorosneHo: Ambresh-Kumar
A Ve=—"

Checked by /

Maurya /

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Meunemxep / ' ]
PykoBoautens Manoj Kumar

Reprint Date:
Jlarta: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Iata: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydersbad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCOD4507
wiww.direddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories
Formulation Unit-o

ltd.

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg -+ 325 mg
IlpoaykT: Mbykann®, TabneTki, TOKPLIThIE MICHOUHOH 000.104KOii, 400 mr + 325 mr

Market / Poinok :Russia / Poccus i :

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepusa Ne Vst Qobem cepii " 800000.0 Tab

Analytical Report No / . 040002600446 Date of Analysis/ . o 575024

AHanuTHYeCKHi oTyeT No Jata anannsa

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JaTa npon3BoAcTBa Topen no

Mfg. License No. / MA ber: /

TpoH3BOACTBEeHHAS - MNB/05/263 i e : JIII-Ne(003654)-(PT-RU)
Homep PY

Jgnnen3ns Ne

Analysis performed according ND: / Ananus nposejen no HJI: JI T1-Ne(003654)~(PT-RU)-101123

11

Microbiological purity* /
Muxkpo6HoI0orHyecKan
4yHcTOTa*

a) Total aerobic microbial
count / Ob1wee yucio
a3pobHBIX
MHKpPOOPTraHU3MOB

b) Total combined yeasts
and mould count / Obmee
YHCJIO APONCKEBLIX U
nJjiecHeBbIX rpubos

¢) E. coli

NA

NA

NA

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

Not more than 100 CFU/g/
He 6onee 100 KOE/T

Shall
1r

be absent in

lg / OtcyrcTBuHe B

Remarks : The Product conforms to ND/
Hpumeuanue: [IponykT coorBercTBYET TpeboBaHMsIM HL

Opinion : APPROVED
3axmoyenne: QJJOBPEHO

Prepared by /

[ToaroroeneHo: Ambresh Kumar
X Y

Checked by /

Maurya

I1poBepeHo: Santoshr Qumar

Approved by: Manager/Executi
/OnoGpeno: Meunemxep /
Pykosoanrens Manoj Kumar

ve
w

Reprint Date:
JlaTa: 23.07.2024

Reprint Date:

Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: LB51935AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘%.‘

Dr. Reddy's Laboratoties |1,
Formulation Unit-o

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

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIH3A

Page 7010/ Ctp, 7 u3 10

Eoduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
|HponywT: Hoveann®, TabiueTkn, HOKPLITHIE ITeHoUH0H 060404K0i, 400 mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No / , Batch Quantity / _ 800000.0 tab /

Cepnst Ne A O6bem cepun " 800000.0 Tab6

Analytical Repo:'t NoA/ . 040002600446 Date of Analysis / . 22.07.2024

AHanpTH4ecKHii oTyeT Ne JlaTa anaamsa g

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JaTta IpoH3BOACTBA T'onen no

Mfg. License No. / MA number: /

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

JUneH3ns Ne

Analysis performed according ND: / Anasns nposeaen no HJL: JIIT-Ne(003654)-(PI'-RU)-101123

12

Assay / KosmuecrBeHHO®
onpeneene

395.4 mg/ 395.4 mr

322.84 mg / 322.84 mr

360.0 to 440.0 mg of Ci3Hy30; (ibuprofen) per
tablet /

Ot 360,0 mr 1o 440,0 mr Ci3H 302 (uBynpoden) 8
Tabherke

292.5 to 357.5 mg of CsHyNO: (paracetamol) per
tablet /

O71292,5 Mr 10 357.5 mr CsHeNO: (napaueramor)
B Tabnerke

13 | Package / Ynakoska 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. / Ilo 10
leaflet in a carton. / [1o 10 Tabnetox |Tabnerok B IIBX/Al 6muctep. [To 1, 2 wun 20
B [IBX/Al 6nncrep. [To 1 6mucTepy |6nvcTepoB B NadKy KapTOHHYIO BMeCTe ¢
" |B nmauky kapToHHYIO BMECTE C |HHCTPYKUHMEH NO MPUMEHEHHIO.
HHCTPYKUHEH 10 NPHMCHEHHIO.
14 | Labeling / Mapkuposka |According to ND. / B coorsetctuu ¢ HII.
15 | Storage conditions / At temperature not more than 25 °C./
Xpanenue IIpu Temnepatype He Bbile 25 °C,
16 | Shelf life / Cpok S years / 5 ner
FONHOCTH

Nafe: References in the nonmative document are given to the Rus. Ph X1V,

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt coorBeTcTRYeT Tpeboranuam H]L

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IToprotoeneHo: Ambresh

Checked by /

Approved by: Manager/Executive
/OnoBpeno: Menewkep / @lﬁl
Pykosoautens Manoj Kumar

Reprint Date:
Harta: 23.07.2024

wumar | ITposepeno: Santosljéujnar
(;; —=— | Maurya :

Reprint Date:
Hara: 23.07.2024

Reprin( Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road Mo. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CiN: L85135AP1954PLCO04507

www.direddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, IND'A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIA3A
Page 8 of 10/ Ctp. 8 u3 10

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

Hpogyst: M6ykann®, Ta6AeTKH, NOKPLITHIE NIeHOYHOH 060104K0i, 400 Mr + 325 Mr
| Market/ Peinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/
| Cepust Mo AR O6LeM cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002600446 Date of Analysis / . 22.07.2024
AnanuTHyecKHii oTyer Ne HaTa aHaau3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JlaTa npoM3BOACTBA T'oxen g0

Mig. License No. / MA number: /

IMpou3BoaCcTBeHHAs . MNB/05/263 e . JITE-Ne(003654)-(PT-RU)

Homep PY
Junensus Ne
Analysis performed according ND: / Ananus nposeses no HJ: JI FI-Né(003654)(PI'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at Icast once a ycar. The parameter may be absent from the Company's

certificate of analysis.

Hpunevantie: CCuiTKH B HOPMATHBROMH JOKYMENTAUN NpUbencHs Ha [P Pd XIV.
* [TpoBOAMTCA LPOU3BO/IUTENEM TIPH BEITYCKE TIEPHORMHYECKH: JULR KaXIOM 20-0/ Cepru WM NE MEHES 1 paza B rox. Iloxasatens MOKET GbITH He

BICIOUEH B CepTH(KAT aHaNH3a PHPMEL

_LJI(I):

API name / Hanmenopanne A®C: Tbuprofen / M6ynpodien Paracetamo) / Ilapaiieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapaueramon
API manufacturer batch number / ‘ PIRM240042 1413/23-24

Homep cepun npounssopuTess ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTaHUHH NPOH3BOINTEIS! FERA00230

FERA00274

API Manufactured by & country /
IIponzsoanTens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
®apma CaiteHcus JInmuren,
Wuausa

Sri Krishna Pharmaceuticals
Limited, India / LlIpy Kpuiuna
®dapmackroTrKanc JIMMHTER,
HUupus

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeGopanuam HJI

Opinion : APPROVED
3axaouenue: OJJOBPEHO

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

IMoxroToBneHo: Ambrc(sh_]_‘_’wr__ [pogepeno: Santosh Kymar /Opo6pero: Meremkep / @fﬂ
VI Maurya Pykopoaurens Manoj Kumar

Reprint Datc: Reprint Date: Reprint Nate:

Hara: 23.07.2024 Hara: 23.07.2024 Ilarta: 23.07.2024

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

500034, Tefangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCO04507

www.drreddys.com




®e Dr. Reddy's Laboratories | 4.
D R dd 9 ® Formulation Unit-6
r.me YS Ne Vill. Khol, Nalagarh Road, Radd;
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 9 of 10/ Ctp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg \’_—l

Ipoayscr: Moykaun®, TaueTu, NOKpeiThie IUIeHOT o 000/104K0#, 400 Mr + 325 mr . =

Market/ PoiHoK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab/

Cepusi No Al O6bem cepuu " 800000.0 Tab |

Analytical RepOft No / - 040002600446 Date of Analysis / . 22.07.2024

AHasnTnyecknii oryer Ne Jara asanuza _

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JlaTa mpou3BOACTBA Tonen 10 N

Mfg. License No. / MA number: /

IIpon3BoacTBCHHASA : MNB/05/263 L i ¢ JITI-Ne(003654)-(PI'-RU)
Homep PY

Juensna Ne

Analysis performed according ND: / Auanns npoBeie no HIT: JITI-Ne(003654)-(PI'-RU)-101123 ]

Name, address, authorization No for ~ FP Dr. Reddy's Laboratories Lid., 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) /

HaumenoBaHne, agpec, THUEH3IHSA Jas J-p Pennw’c Jla6oparopuc JIta., Mnaus, [TpousBoacTBeHHOS
IlpousBoacTBenHas miomaaka / [lnomaaka nogpazaenenue-6, Bann. Kxons, Hanarapx Poyn, bamuwm, Jluctpukr
KOHTpoJIA KadecTBa / Ilmomanka Beinycka Conaxn, X.IL, 173205, Ungus (nunensus Homep 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».

Jaxuiiouenne o cooTBeTCTBHH: «HacToAIMM 5 MOATBEPXAAIO, YTO NPUBENEHHAS BEHIIE MHpOpMALMs ABISETCH
JIOCTOBEPHOW M TOUHOMN. DTa cepHs NpPOAYKUMH Npou3BefeHa (BKJHOYAs YMaKOBKY (MapKUPOBKY) M KOHTPOTB
KauecTBa) HAa BBINIEYKA3aHHON TpPOM3BOJACTBEHHON MomwajKe (MIOIEAKAX) B MOJHOM COOTBETCTBHM C
Tpe6osanusMu [IpaBui Hamexalleil NpoM3BOACTBEHHON NpakTHKM EBpasMHCKOro SKOHOMHYECKOro Coto3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6psa 2022) u Tpe60BaHUAMH KOHTPOJIA KAYECTBA JICSKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: ITponykT cooTBeTcTBYET TpeboBauusaM HJI 3akmouenne: OJOBPEHO

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

TlogroToBneHo: Ambr%ahﬁ%umg_[ Ipogepero: Santosh Kymar /QoGpeHo: Meneaxep / f
'3 2 Maurya (4 Pykosomutens Manoj Kumar — = |

Reprint Date; Reprint Date: Reprint Date:

Hara: 23.07.2024 Hara: 23.07.2024 JlaTa: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85135AP1984PLC004507
www.drreddys.com
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IIpogykr: Hoyxann®, Tabnerku, NOKPLITHIE MJIEHOYHOl 000M04KOMH, 400 MT + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne b LU O6bem cepln * 800000.0 Tab

Analytical Repourt No/ . 040002600446 Date of Analysis / . 22.07.2024

AHannTHYecKHH oTYeT Ne JlaTa aHanH3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

HaTa npon3sogcTsa Togen o

Mfg. License No. / MA number: /

IpousBoACTBeHHAS : MNB/05/263 i : JITI-Ne(003654)-(PT-RU)
Howmep PY

JHUEeH3uA Ne

Analysis performed according ND: / Ananns nposenen no HI: JITT-Ne(003654)~(PI'-RU)-101123

a TaKxe B COOTBETCTBHHU CO Cl'lClll/lq)HKaLlPlilMPl, COICPAIUMHACA B pErUCTPallHOHHOM JA0CHE CTpaHbI-HMITOPTEPA.
3amucu no MMpOH3BOACTBY, YTaKOBKE M aHaNM3y IIPOBCPEHBL, U YCTaHOBJIEHO HX COOTBETCTBHE Tpe6OBaHH$lM l'lpasun

HaJUiexanieil Ipou3BOACTBEHHOH NMpakTHKY EBpazuiCKOro 9KOHOMUYECKOTO COK03a).

Remarks : The Product conforms to ND/
IIpumeganmne: IpoayxT cooTreTcTBYeT Tpebonanuam HJI

Opinion : APPROVED
3aknroyenue; OJJOBPEHO

MHara: 23.07.2024

Jata: 23.07.2024

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

Ioarorosnexo: Ambresh Kumar | [Tposepeno: Santosh Kumar /Ono6pexo: Menemxep / ‘M
% | Maurya Pykopogutens Manoj Kumar

Reprint Date: Reprinl Date: Reprint Date:

Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: mai!@drreddys.com

CIN: L85135AP1584PLCO04SD7
www.direddys.com




