Dr. Reddy's Laboratories |td.
S Formulation Unit-6
® Vill. Khol, Nalagarh Road, Baddi,
-. Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s '

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 10f 10/ Ctp. 1 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: H6ykaun®, TabaeTky, NOKPbITHIE IIEHOYHOI 06010uK0ii, 400 Mr + 325 mr

Market/ Pbinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne 4 V2207866 O6bem cepun " 800000.0 Tab

Analytical RepoUrt No/ - 040002599708 Date of Analysis / . 99.07.2024

AHanuTHUYeCKHH oT4eT Neo JlaTa aHa/u3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JaTa npousBoacTBa I'onen go

Mfg. License No. / MA number: /

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

aunen3ns Ne

Analysis performed according ND: / Anayn3 nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne |Test/ IlokazaTenan Results/ Pe3yabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, one-side| Orange film-coated, capsule-shaped, one-side
1 |Onncanue scored tablets; white core at the cross-section. | soqred tablets; white or off-white core at the

/ Tabnerku  kancymosupHoit  Gopmel, i / Ta6 .
[IOKpBITBIE [UIEHOYHOIl 06010uKoil Cross-section. aDJICTKH KallICYJTOBUAHOU

OpaIKEBOTO LIBeTa, C DUCKOH Ha OXHOM (OpMBI, MOKPHITHIE MIEHOYHOH 0D0JIOUKOH
CTODOHE; HA MOIEPEYHOM paspesc — sApo| OPAHXKEBOIO LIBETa, C PUCKOH Ha OLIHOMW CTOPOHE;
benoro usera. Ha MoTepeyHOM pa3pese — sApo Henoro win
rmouTu Oeyoro uBeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanuaM HJI 3axmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Ambresh Kumar | IIposepeHo: Santo;f:%l:(umar /Onobpeno: Meneukep / {

" Maurya VAL Pykosoaurens Manoj Kumar
Reprint Date: (’r{ﬁf’/’ Reprint Date: S Reprint Date:
Jara: 23.07.2024 o Hara: 23.07.2024 Hara: 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: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s Q‘:'

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

IIpooyxr: M6yxann®, TabeTkn, NOKPBITHIE IIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PpIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusz Ne R O0Bem cepum " 800000.0 Tab

Analytical Repo:‘t No/ - 040002599708 Date of Analysis / . 92.07.2024

AnanaTudeckuii oTuer Ne JlaTa aHau3a

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa [IpoOH3BOJCTBA T'oaen no

Mfg. License No. / MA number: /

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

Junensus Ne

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

2 Complies as prescribed/

CooTBETCTBYET

Identification /
ITopaunuOCTH

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 yaepxHBaHMS OCHOBHBIX IHKOB Ha
XpOMaTorpaMMe HCIIBITYEMOTO PaCTBODPA NOJDKHEI
COOTBETCTBOBAThH BpEMEHaM YIEpKUBAHHUs MUKOB
Ha XpOMaTorpaMme pacTBOpa CTaHJAPTHRIX
ob6pasiior ubynpoderna u napauneramosa (paszen
«Ko4ecTBEHHOE OTIPEAECICHHE)

Average tablets weight / 972.3 mg/972.3 Mr

Cpennss Macca TabJIeTOK

940.9 mg to 999.1
(970.0 mg £=3.0 %) /
Or 940,9 MT
(970,0 mr £ 3,0 %)

mg

Io 9991 MT

Disintegration /
PacnapaeMocThb

10 min 32 sec/ 10 mun 32 cek

Not more than 30 min /
He 6omnee 30 Mmun

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouyenune: OJIOGPEHO

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

[Toarotosneno: Ambresh Kumar | [Ipogepeno: Santo%&jlmar /Onobipena: Menemkep /
Maurya . PyxoBoautens Manoj Kumar

Reprint Date: N Reprint Date: - Reprint Date:

Hara: 23.07.2024 b o Jara: 23.07.2024 Jara: 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 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04E07
www.drreddys.com




Dr.Reddy’s “:

Dr. Reddy's Laboratories |td.
Formuiation 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
CEPTU®HUKAT AHAJIM3A

Page 3 of 10/ Cp.3 u3 10

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

ponyxr: N6yknun®, TabieTKH, NOKPBIThIE NJIeH04YHol 000J04K0ii, 400 Mr + 325 Mr
|11pony A p

Market/ PpIHOK :Russia / Poccust

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepust Ne - V2401366 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002599708 Date of Analysis / . 92.07.2024

AHanTuTHYECKHH oTueT No JlaTa aHa/mM3a

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa npou3BoACTB2 Togen po

Mfg. License No. / MA number: /

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

auneH3usa Ne

Analysis performed according ND: / Anaiu3 nposesen no HJ: JIII-Ne(003654)-(PT! -RU)-101123

S |Dissolution /

Pacreopenne
95 % to 101%

98% to 101%

Not less than 70% (Q) of Ci3H1sO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3Hi302 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO, (nmapaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoaykT coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked hy /
IMoarorosneHo: Ambresh Kumar
Maurya

[IpoBepeHo: Santo&Kumar

Approved hy: Manager/Executive
/Ono6peHo: Menemxep / /
PykosoauTens Manoj Kumar

Reprint Date:
Mara: 23.07.2024

—X} - Reprint Date:
@3"/\}" Tlara: 23.07.2024

Reprint Date:
JHata: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

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
CEPTU®UKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykaun®, Ta6/1eTKH, NOKPHITHIE INIEHOUHO 000104K0i, 400 mMr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2401366 O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ . 040002599708 Date of Analysis / . 99.07.2024

AHaATHYeCKHH oTueT Ne JlaTa anannsa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JlaTa npon3BoACTBA I'open o

Mfg. License No. / MA number: /

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

Junes3ust Ne

| Analysis performed according ND

: / Anasus nposenen o HJI: JITI-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIe NPHMECH than 0.005% /
Method 1/ Mertog 1 4-amuHodeHon (mpuMech NapaleTaMolia) HE
oonee 0,005 %
Method 2 / Meton 2 0.04 Any individual impurity (of ibuprofen or
04% paracetamol) - not more than 0.3% /
Jiobast enuHuyHas npuMech (MOynpodeHa Hin
napanetamona) He 6osee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
g than 0.7% / Cymma npumeceit (Meroz 1 + Metog
2) He 6onee 0,7 %
9 (Water / Boxa 1.7% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoaykT cooTsercTByeT TpeboBanusam HII

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ambresh Kumar
Maurya {

IIpoBepeHo: Santos;}{{umar
—

Approved by: Manager/Executive
/Opobpeno: Menemiep / f
Pykosoautens Manoj Kumar

Reprint Date:
Hata: 23.07.2024

Reprint Date:
Jara: 23.07.2024

Reprint Date:
JHara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 25900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CiM: L85195AP1584PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKA

T AHAJIM3A

Page 5 of 10 / Crp. 5 u3 10

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

[ poxyxr: Moyknun®, TaGeTKH, HOKPHIThIE NIeHoYHOol 060104K0ii, 400 mMr + 325 mr

nuuen3us No

| Market/ PoiHok :Russia / Poccus
Batch No / i Batch Quantity / ~ 800000.0 tab /
Cepust Ne + V2401366 O6nemM cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002599708 Date of Analysis / . 92.07.2024
AHanHTHYeCKHIi 0T9eT No JlaTta anaausa
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JaTa r1ipou3BOACTBa I'open g0
Mfg. License No. / MA number: /
TIpon3BoACTBEHHASE : MNB/05/263 e - JITI-Ne(003654)-(PT-RU)

Homep PY

Analysis performed according ND: / Anasnn3s nposeaen no H/I: JITI-Ne(003654)-(PT-RU)-101123

10 |Uniformity of dosage
units /
OQHOPOLHOCTD
JIO3UPOBAHNA 2.2
- ibuprofen / ubynpoden

- paracetamol / 1.6
napayeTamot

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npremieMocTH (A'V) fomkeH
OBITH He H6onee 15,0

Acceptance value (AV) should be not more than
15.0 / ITokazaTens npuemsieMocTd (AV) fonxeH
6bITH He OoJiee 15,0

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykrt coorBercrByeT TpeboBanuim HJI

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

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

[Moarorosneno: Ambresh Kumar | IlposepeHo: Santo umar /Ono6peno: Menemxep / M
] Maurya %, PykoBoautenr Manoj Kumar

Reprint Date: = L Reprint Date: = Reprint Date:

Hara: 23.07.2024 3= JHara: 23.07.2024 Hata: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 29

99, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories Itd.
Formulatiocn Unit-6

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

Page 6 of 10/ CTp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: U6ykaun®, Ta6jaeTKH, HOKPLITbIE IUIEHOYHOl 06010uKoii, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepusi Ne - V2401366 O6beM cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002599708 Date of Analysis / . 92.07.2024

AHanuTHYeCKUIi oTueT No JaTa ananusa

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JlaTa Ipou3BOACTBA I'open o

Mfg. License No. / MA number: /

MpousBoacTBeHHas : MNB/05/263 . : 1 JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ns Ne

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

11 |Microbiological purity* /
Mukpo6uoIoru4ecKas
yuerora*

a) Total aerobic microbial
count / Ob1ee Yyucio
a3poOHBIX
MHKpPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obiuee
YHCJIO JPOXKOKEBBIX U
IJIECHEBBIX TpUbOB

¢) E. coli

NA

NA

NA Shall
1r

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

Not more than 100 CFU/g /
He 60nee 100 KOE/r

be absent in

lg / OrtcyrcTBHE

B

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykt cooTBercTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

TToarorosneno: Ambresh Kumar
Reprint Date: s, g P

Jlara: 23.07.2024 é\)/

Checked by /
ITporepeHo: Santosh Kumar
Maurya

Reprint Date:
Hara: 23.07.2024

t oot

Approved by: Manager/Executive
/Ono6pero: Menemxep /
PykoBoautens Manoj Kumar

Reprint Date:
Jara: 23.07.2024

ol

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy’s Laboratories |td.
Formulaticn 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
CEPTUOUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

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

Hponyxr: H6ykaun®, TabaeTK, NOKPBITHIE NJIEHOYHOI 06010uK0i, 400 Mr + 325 Mr

Market/ PbIHOK :Russia / Poccus |

Batch No / . Batch Quantity / _800000.0 tab /

Cepus Ne + V2401366 O0beM cepuu * 800000.0 Tab

Analytical Report No/ - 040002599708 Date of Analysis / . 92.07.2024

AHanuTHYecKHii oTdyeT No HdaTta a”Hayn3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JlaTa mpou3BOACTBA T'open mo

Mfg. License No. / MA number: /

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

JHIeH3Uus Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

12 [Assay / Kontu4decTBeHHOE
onpeaegeHHe

391.9 mg/391.9 mr

322.29 mg/322.29 mr

360.0 to 440.0 mg of Ci;3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 mr Ci3H302 (ub6ynpoden) B
TabneTke

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

Ot292,5 Mr 10 357,5 mr CsHoNO» (napaneramonn)
B TabneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6auctep. [lo 1 6nucrepy
B Mayky KapTOHHYIO BMeECTe ¢
HUHCTPYKIMEH 110 IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerox B TIBX/Al 6nuctep. ITo 1, 2 unu 20
ONMMCTEPOB B MayKy KapTOHHYIO BMECTE C
HHCTPYKIHei M0 NPUMEHEHHIO.

14 | Labeling / MapkupoBka |According to ND. /B cooretctBuu ¢ HJ.
15 | Storage conditions / At temperature not more than 25 °C. /

Xpanenne Ilpu Temnepatype He BhilLe 25 °C.
16 | Shelf life / Cpox 5 years / 5 net

COXHOCTH

Note: References in the nonmative document are given to the Rus. Ph XIV,
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [poaykr cootBercTByeT TpeboBaHuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toaroroeneno: Ambresh Kumar | [Iposepeno: Santosh Kumar /Ono6peno: Menemxep /
Maurya (A Pykosoautens Manoj Kumar =

Reprint Date: ’:{\L | Reprint Date: Reprint Date:
Hata: 23.07.2024 éf/ Hara: 23.07.2024 Hata: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.direddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories | td.
Formulaticn 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
CEPTUOHUKAT AHAJIN3A

Page 8 of 10/ Crp. 8 u3 10

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

Hponyxr: M6ykaun®, Tab/ieTKH, NOKPHITHIE IJIEHOYHOIT 060/10uK0#, 400 Mr + 325 Mr

Market/ PoiHOK :Russia / Poccus |

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2401366 O6bem cepun " 800000.0 Tab

Analytical Report No / . 040002599708 Date of Analysis / . 99.07.2024

AHanHTH4YecKui oTyer No JlaTa anajuza

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa npoussoacTrsa T'onex o

Mfg. License No. / MA number: /

IponsBoACTBeHHAST - MNB/05/263 = ¥ : JITI-Ne(003654)-(PT-RU)
Homep PY

JineH3Hs Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

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

certificate of analysis.

Ipumeyaniie: CChbUIKK B HOPMATHBHOM JOKyMEHTaLMH npuBeacHsl Ha O PO XIV.
* TIpoBOIMTCSA TIPOM3BOAKMTEINEM IIPU BBIILYCKE NIEPUOMHECKH: A1 KoK 20-0it cepuu Hitu He MeHee 1 pasa B roa. [loxasarens MOKeT GhiTh He

BKJIIOUYCH B cepTU(MKaT aHau3a GUpPMBI.

Homep cepuu cyGcTaHIMM NPOH3BOIUTES
I'J1®:

API name / HaumenoBanue APC: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanieramon
API manufacturer batch number / PIBM240042 1413/23-24
Homep cepun npoussoaures APC:
FP Manufacturer API Batch number /

FERA00230 FERA00274

API Manufactured by & country /
IIpouszsogurens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiiencus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals
Limited, India / IlIpu Kpumna
®dapmaceroTukanc Jlumuren,
Hunus

Remarks : The Product conforms to ND/

ITpumedanne: IpoaykT coorseTcTBYyeT TpeboBaHMsIM H/L

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Ambresh Kumar | I[IposepeHo: Santosh Kumar /Ono6peHo: Menemxep / w
Maurya ( PykoBoautens Manoj Kumar I

Reprint Date:
Hara: 23.07.2024

G __—t Reprint Date:
oS j—f“ Jlata: 23.07.2024

Reprint Date:
Hata: 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 4900 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLCD04507
wwww.drreddys.com




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

@e
DI‘. Red dy’s ".. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
[MIpoxyxr: M6yknun®, TabaeTKH, HOKPBIThIE IEHOUHOIi 060/101K0#, 400 Mr + 325 Mr
Market / PpiHoK :Russia / Poccus
Batch No / ) Batch Quantity / _~ 800000.0 tab /
Cepnst Ne - V2401366 O6bem cepuu " 800000.0 Tab
Analytical Repo:’t No/ - 040002599708 Date of Analysis / . 92.07.2024
AuanuTadeckuii oTuer Ne Jarta anain3a
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
JlaTa HpoH3BOACTBA Cogex po
Mfg. License No. / MA number: /
MpouzBogcTBeHHAas! : MNB/05/263 ’ : JITI-Ne(003654)-(PT'-RU)
Howmep PY
aunen3us Ne
Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(003654)-(PT* -RU)-101123

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

I-p Penun’c JlaGopatopuc JIta., Unauns, IIponssoacTeeHHOe
nojapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bapnu, Jluctpukr
Conan, X.I1., 173205, Uuaus (uuensus Homep MNB/05/263)

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

HaunmenoBanue, agpec, JULEH3IHS 1S
IpouspoacTBenHasn miaomaaka / Ilaomagka
KOHTpoJs KadvecTBa / Ilnomaaka BeITyCKa

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».

3aKJI0UeHHe 0 COOTBETCTBHHM: «HacToAImuM s MOATBEPKAAL0, YTO PHUBEACHHAs Bbllle MHPOPMALIUS SABJISETCS
JOCTOBEPHOH M TOYHOM. DTa cepust MPOAYKLUMH TpoM3BeJieHa (BKIOYAsA YNMAKOBKY (MapKMpOBKY) W KOHTPOJb
KayecTBa) Ha BhIIEYKA3aHHOHW MPOM3BOICTBEHHON IUom@anke (MIIOMAaaKax) B MOJHOM COOTBETCTBUH C
Tpe6oBauusamu [IpaBun Haanexailed MpPOU3BOACTBEHHOM MpPakTUKM EBpa3uiiCKOro KOHOMHYECKOrO COXO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) v Tpeb0BaHUAMU KOHTPOJIA KaUeCTBA JICKapCTBEHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cootsetcTByeT Tpeboranuam HJL 3axmouenne: OLOBPEHO

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

IMoarotoneno: Ambresh Kumar | Ilposepeno: Santosh Kaumar /Ono6peno: Menemxep / M
_ Maurya ee PyxoBoautens Manoj Kumar

Reprint Date: 2 \“E ,/,/ Reprint Date: Reprint Date:

Tara: 23.07.2024 (2~ Jlara: 23.07.2024 Hara: 23.07.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC0O0D4507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykaun”, TabaeTky, NOKPLIThIE IIEHOYHOI 060104K0iH, 400 mr + 325 mr

Market/ Peinok :Russia / Poccus

Batch No/ ) Batch Quantity / ~ 800000.0 tab/

Cepust Ne # V2401366 O6bem cepnn " 800000.0 Tab

Analytical Repo:‘t No/ - 040002599708 Date of Analysis / . 22.07.2024

AHanuTHyecKkHii oTyeT No JlaTa anaJsnsa

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa rpou3BOACTBA I'onen Ko

Mfg. License No. / MA number: /

IIpousBoacTBEHHAA : MNB/05/263 ) » JII-Ne(003654)-(PI'-RU)
Howmep PY

Junen3us Ne

Analysis performed according ND: / Ananns nposenen no HJI: JIII-Ne(003654)-(PT-RU)-101123

a TaKXKe B COOTBETCTBHHU €O crieUUKALMAMH, COASPKAIUMUCA B PETUCTPALMOHHOM JIOChE CTpaHbI-UMIIOpTEpa.
3anucy Mo MPOM3BOJCTBY, YIIAKOBKE M AHAJIM3Y IPOBEPEHBI, 1 YCTAaHOBJIEHO UX COOTBETCTBHE TpeboBaHuaM ITpasun

Hajanexaiei HpOI/I3BOIICTBCHHOI71 MPaKTUKH EBpa3HﬁCKOFO 3KOHOMHUYECCKOI'O COKO3a».

Remarks : The Product conforms to ND/
Hpumeuanue: I1poaykT cooTBeTCTBYET TpeboBanusaM HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[MoaroTosieHo: Ambresh Kumar

Checked by /
[TpoeepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive
/Opnobpeno: Menenxep / '
Pykosongutens Manoj Kumar

Reprint Date:
Jara: 23.07.2024

Ve

Reprint Date: iain

JHara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

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

CIN: L85195AP1984PLC0O04507
www.direddys.com




