Dr.Reddy’s Q,’:‘

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Viil. Khol, Nalagarh Read, Badd;,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 1 of 10/ Cp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, TabaeTKH, NOKPLITHIE IIEHOUHOM 060510uK0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepust Ne - V2401319 O6beM cepuu " 800000.0 Tab

Analytical Report No/ - 040002598212 Date of Analysis / . 29.07.2024

AHajauTHYecKHii oTueT No JaTta ananusa

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

JaTa Opou3BoACTBA Tonen no

Mfg. License No. / MA number: /

IIponzBoacTBEeHHAS : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JumeH3ust Ne

Analysis performed according ND: / Anaan3 nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne [Test/ IToka3aTeanb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Omucaune

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

cross-section. /

KancyJaoBUAHOM  ¢GOpPMBl,  TOKpPLIThIE
MIeHOYHOH  000JIOYKOi  OpaHXKEBOTO
LIBETa, C PUCKOH HA OQHOHN CTOPOHE; Ha
MonepevyHoM paspeze — sapo Oenoro
LBETA.

Tabnetku | cross-section. / TabneTku KancynoBuIHOM
¢hopMbl, MOKPBITHIE TJIEHOYHOH 000NI0UKOH
OpPaHXEBOTO L[BETA, C PUCKOHA HA OAHOM CTOPOHE;
Ha NnornepevHoM paspese — SApo 6enoro uim
o4ty Genoro ugera.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akinouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToaroroBneHo: Pravesh Rana [TpoeepeHo: Santosh Kumar /OnobpeHo: MeHe;{}g p/

y Maurya @L PyKkoBoaUTEb Abhf hek %auhan
Reprint Date: Reprint Date: Reprint Date: -
Jara: 29.07.2024 Jara: 29.07.2024 Jara: 29.07.2024

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

wwvrdrreddys.com

Tel: 491 40 4960 2900, Fax: +51 40 4800 2995, £mail: maii@drreddys.com
CIN: L85195AP1554PLC0OY4507




Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 2 of 10/ Crp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IlpoayxT: H6yxanu®, Taberku, NOKPHITHIE MIEHOYHOM 060/109K0i, 400 mr + 325 mr
| Market / Peinok :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne - V2401319 O6bem cepun " 800000.0 Tab
Analytical Repovrt No / - 040002598212 Date of Analysis / . 29.07.2024
AHaJuTHYeCcKHi oTyeT No JlaTa aHaaM3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029
HJata mpousBojcTaa I'open o
Mfg, License No. / MA number: /
IIpon3BoacTBenHast : MNB/05/263 ’ i JII-Ne(003654)-(PI'-RU)
Homep PY
JaneH3us Ne
Analysis performed according ND: / Anasin3 nposesen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

Complies as prescribed/
CooTtBeTcTBYET

2 |Identification /

IloanuHHOCTH

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 yIepKHBaHMA OCHOBHBIX IIHKOB Ha
XpOMATOTpaMMe UCIBITYEMOrO PacTBOpa JOJLKHEI
COOTBETCTBOBATh BpeEMEHAM YAEP KUBaHUs ITHKOB
Ha XpomarorpaMMmMe pacTBopa CTaHIAPTHBIX
obpasuoB ubynpodeHa U napaneramona (pasjen
«Konu4yecTBEHHOE OMpeNeieHUe»)

Average tablets weight / 973.1 mg/973.1 Mmr

Cpeansas macca Tabj1eTOK

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

mg

o 999.1 MT

Disintegration /
PacnagaemocThb

09 min 31 sec /09 muH 31 cex

Not more than 30 min /
He 6onee 30 MmuH

Remarks : The Product conforms to ND/
HNpumeyanue: [Ipoaykt cootBercTBYeT TpeboBanriM HJT

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by / Checked by /

IToaroroBneHo: Pravesh Rana
Maurya

[TpogepeHo: Santosh Kumar

Approved by‘?f; anager/Executive
/Opo6peHo: Menemxep /
PykogoauTe Abh@f Chauhan

Reprint Date:
Jata: 29.07.2024

Reprint Date:
JHara: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP19S84PLCO04507 i
www.drreddys.com



Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHUD

HUKAT AHAJIN3A

Page 30f 10/ Ctp.3 u3 10

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

Mpoxyxr: N6ykaun®, rabaerkn, HOKPBIThIE NJIEHOUHO# 00os104K0ii, 400 mr + 325 Mr

Market/ PeiHok :Russia / Poccust

Batch No / _ Batch Quantity / . 800000.0 tab/

Cepns Ne : V2401319 O6nem cepun * 800000.0 Tab

Analytical Repourt No/ - 040002598212 Date of Analysis / - 29.07.2024

AuaguTnueckHii otuert Ne JlaTa aHanu3a

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

JaTta mpousBoiacTaa I'onen g0

Mfg. License No. / MA number: /

HpouzBoacTeennas : MNB/05/263 : 1 JIII-Ne(003654)-(PT-RU)
Homep PY

nHueH3us No

Analysis performed according ND: / Anasn3s nposeged no H/I: JIII-Ne(003654)-(PI'-RU)-101123

S |Dissolution /

PacrBopenue
95 % to 101%

98 % to 101%

Not less than 70% (Q) of C13H3502 (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» (mapaueramon)
yepes 30 MHH

Remarks : The Product conforms to ND/

Hpumeuanue: [Ipoaykrt coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenune: OAOBPEHO

Prepared by / Checked by / Approved by: ager/Executive
IToarorosneno: Pravesh Rana [IpoBepeno: Santosh Kumar /OnmobpeHo: Mepemxep /

Maurya PykoBoautens /Abhishelp Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hata: 29.07.2024 Jarta: 29.07.2024 Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2995, Ernail: mzii@drreddys.com
CIN: L85195AP1984PLCO04507
wwedrreddys.com



Dr. Reddy’s ‘g‘

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

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 4 of 10/ CTp. 4 u3 10

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

TIpoaykr: U6ykaun®, Ta6aeTKn, MOKPBIThIE MJIeHOYHOI 000/1049K0ii, 400 mr -+ 325 Mr
| 11poay M P

Market/ PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepus Ne $ V2401319 O6bem cepuu * 800000.0 Tab

Analytical Repourt No/ - 040002598212 Date of Analysis / . 29.07.2024

AHaJuTHYeCKHi oTueT Ne JlaTa aHaiu3a

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

JlaTa mpou3BOACTBA Topen po

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs1 : MNB/05/263 u ) 1 JIII-Ne(003654)-(PT'-RU)
Howmep PY

JiHIeH3Hs Ne

Analysis performed according ND: / Anaan3s nposenen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncreenHbIe npuMecH than 0.005% /
Method 1/ Merton 1 4-amuHodeHon (TpuMech NapaueTramona) He
6onee 0,005 %
Method 2 / Metog 2 Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Sy JMobas eaunuuHas npumecs (MOynmpodeHa HiH
napaueTramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.04% than 0.7% / Cymma npumeceit (Meroz 1 + Merog
R0 2) He 6onee 0,7 %
7 |Water / Boaa 1.9% Not more than 5.0% /
|- He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr coorBeTcTBYET TpeOoBanuaM HI

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by / Checked by /
IToaroToBieHo: Pravesl} Rana

() —

IIpoeepeno: Santash Kumar
Maurya @

Approved by: Manager/Executive
/Onobpeno: Menefoxep /
Pykosomutens Aphishek Chauhan

Reprint Date:
Hara: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Reprint Date: ST

Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ermail: maii@drreddys.comn
CIN: L85195AP1984PLC0OO4507
wwwdrreddys.com




Dr.Reddy’s Q':’

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 5 of 10 / Cp. S u3 10

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

MNpoayxr: M6ykanu®, TabaeTKH, HOKPbITbIE NUIEHOYHOii 060.1049K0i, 400 Mr + 325 Mr

| Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne $ V2401319 O6bem cepun " 800000.0 Tab
Analytical Repourt No/ . 040002598212 Date of Analysis / - 20.07.2024
AnanuTHyecKnii oTuer Ne JaTa anannsza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JlaTa mpou3BoaCcTBa T'onen no
Mfg. License No. / MA. ber: /
TIponsBoACTBeHHAs : MNB/05/263 MAROCES - JITI-Ne(003654)-(PT-RU)

Homep PY

aunen3us Ne

Analysis performed according ND: / Auaau3s nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OaHOPOAHOCTD
JIO3UPOBAHUS

- ibuprofen / udynpoden

1.6

- paracetamol / 1.5

napaueraMmon

Acceptance value (AV) should be not more than
15.0 /TlokazaTens npuemyieMocTu (AV) nomxeH
OLITH He OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 / Toka3arens npueMieMocTH (AV) 10JbKeH
66ITh He Honee 15,0

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoayxr cootsercTByeT Tpebosanusam HJL

Opinion : APPROVED
3axmouenne: OJITOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Pravesh Rana
Maurya

-

[IposepeHo: Santoi.%l(umar

Approved by: Mahager/Executive
/Ono6peno: Meyemxep /
PykoBogutess

Reprint Date:
Jarta: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +01 43 4900 2900, Fax: +91 40 4900 2998, Ernail: mai
CIN: L35195AP1989PLCO04507
wwvedrreddys.com

500034, Telangang, India
i@drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 6 of 10/ Cp. 6 u3 10

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

Nponyxr: U6ykaun®, Ta61eTKH, NOKPbITHIE MIEH0YHO0# 0605104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / - V2401319 Batch Quantity / ~ 800000.0 tab /

Cepusi No ) O6bem cepuu " 800000.0 Tab

Analytical Repovrt No / - 040002598212 Date of Analysis / - 29.07.2024
Anaautuyeckuii oTuer No JaTa ananuza

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

Jata npou3BoAcTBa I'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAR : MNB/05/263 Howmep PY . JHI-Ne(003654)-(PT-RU)

JuneH3na Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Muxkpo6uonoruvyeckast
YHCTOTA®

a) Total aerobic microbial
count / ObLuee yucno
a’pobHBIX
MHKPOOPraHU3MOB

NA

b) Total combined yeasts
and mould count / Ob1uee
YHCIIO APOAOKEBBIX H
TUIECHEBBIX IPHOOB

NA

¢) E. coli NA

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

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

Shall be absent in

1r

lg / OrtcyrctBue B

Remarks : The Product conforms to ND/

IIpumeuanne: I1poaykT coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3aknuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Magager/Executive
[Toarorosneno: Pravesh Rana IIposepeno: Santosh Kumar /OpnobpeHo: Mengxep /

i Maurya R PykoBoautens Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: /
Hara: 29.07.2024 Jara: 29.07.2024 Hara: 29.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +51 40 4800 29SS, Ernail: maii@drreadys.com
CIN: L85195AP1984PLCOD450D7
wyvdrreddys.com




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 7 of 10 / Crp. 7 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: M6yknun®, Ta61eTKH, NOKPBITHIE ILIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Market/ PeiHoK :Russia / Poccus

Batch No / - V2401319 Batch Quantity / : 800000.0 tab /

Cepus Ne O6bem cepHH 800000.0 Tab

Analytical Repovrt No/ - 040002598212 Date of Analysis / - 29.07.2024

AHanuTHueckuii oruet Ne JlaTa aHau3a

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

Jata mpousBoacTBa I'oaen no

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHAA : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposened no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KoauuyecTBeHnoe
onpeaejieHHe

392.3mg/392.3 mr

324.83 mg/324.83 mr

360.0 to 440.0 mg of C3H302 (ibuprofen) per
tablet /

Ot 360,0 mMr o 440,0 mr C13H 302 (M6ynpoden) B
tabnerke

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

OT1292,5 mr mo 357,5 mr CsHoNO; (napaueramon)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6mucrep. ITo 1 6nuctepy
B Nadky KapTOHHYID BMECTe C
HHCTPYKLHUEH 110 IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B [1BX/Al 6nucrep. 1o 1, 2 umu 20
ONUCTEpOB B Mauky KapTOHHYIO BMECTE C
HMHCTPYKUHEHR IO IPUMEHEHHUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootrBercteuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHenne Ilpu Temnepatype He Bbilie 25 °C.
14 | Shelf life / Cpok 5 years/ 5 et
FOAHOCTH

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTreTcTBYeT TpeboBaHuaM HJ{

Opinion : APPROVED
3aknouenne: OJJIOBPEHO

Jara: 29.07.2024

Prepared by / Checked by / Approved by: Man Jgtﬁ:l‘;’fixecu’rive
[ToaroroeneHo: Pravesh Rana [TpoBepeHo: Santogh Kumar /Onobpeno: Menejpxep /

# Maurya (@ PyxoBoautens Abhi
Reprint Date: Reprint Date: Reprint Date:

Jata: 29.07.2024

Jarta: 29.07.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507

wwyv.drreddys.com




Dr.Reddy’s Q':’.

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

Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIHA

3A

Page 8 of 10/ Cp. 8 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hpoayxr: MOykaun®, TabaeTKH, NOKPLITHIE IUIEHOYHOH 060.104K0ii, 400 Mr + 325 mr

Market/ PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne $ V2401319 O6bem cepuu " 800000.0 Tab

Analytical Repo‘}‘t No / - 040002598212 Date of Analysis / . 99.07.2024

AHanuTHYeCcKH oTueT Ne JlaTa apanu3a

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

JaTta mpon3BojcTBa T'ogen 10

Mfg. License No. / MA. ber: /

Ipou3BoACTBEHHAsI - MNB/05/263 e : JII-Ne(003654)-(PT"-RU)
Homep PY

JuneH3us Ne

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

Note: References in the nornmative document are given to the Rus. Ph XIV.

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

certificate of analysis.

Tpunreyaniue: CCbIAKA B HOPMATHBHON OKYMEHTALMM [IpuBeacHsl Ha ['P PO XIV.
* [IpOBOAMTCA NPOM3BOMUTEIICM TIPH BBINYCKE MEPHOANYECKU: JIs Kaskaod 20-0i cepiu uny He MeHee | pasa B roji. [lokasarens MokeT ObiTh He

BKJIIOUYEH B CEPTH(MKAT aHANH3A (GUPMBI.

API name / HaumeHoBaHue ADC: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
INN/ MHH: Ibuprofen / Ubynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240041 1411/23-24

Homep cepuu npousBoautesisi ADC:

FP Manufacturer API Batch number /

Homep cepun cyOCTaHIIHH NPOH3BOJAHTEIS FERAQ0229 FERA00273

JId:

Remarks : The Product conforms to ND/
IIpumeuyanne: IIpoaykT cooTBeTCTBYET TpeboBaHuam HJI

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by /
IToarorosneHo: Praveslzana

Checked by /
[Iposepeno: Santosh Kumar

Maurya %

/

Approved by: Mapager/Executive

/OnobpeHo: Mengmxep /

Pykosoaurens A hish7& Chauhan
/ A

Reprint Date:
Hata: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
wwiv.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 9 of 10/ Ctp. 9 u3 10

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

poaykr: I/I_6yKJmu®, Ta0J/IeTKH, NOKPBITbIE NIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Market / PeiHox :Russia / Poccus
Batch No / . V2401319 Batch Quantity / ~ 800000.0 tab /
Cepusi Ne ' O6bem cepun " 800000.0 Tab
Analytical Repoz‘t No/ . 040002598212 Date of Analysis / . 29.07.2024
AHanuTHuecKUii oTyeT No JlaTa aHaJM3a
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
JaTa mpou3BoJIcTBa Iopen o
Mfg, License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ’ : JITI-Ne(003654)-(PT'-RU)

Homep PY

Junen3us Ne
Analysis performed according ND: / Aranus nposenen no H/I: JITI-Ne(003654)-(PT-RU)-101123

API Manufactured by & country /
ITpouzsogurtens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apma Caiiencus Jlnmuren,

Wunaus

Sri Krishna Pharmaceuticals Limited,
India / [lpu Kpumina
@apmacetotukanc Jlumuren, Unans

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

HaumeHoBaHHe, agpec, JHIEH3US 1A
ITpon3sBoacTeeHHas niowaaka / Ilnomranxa
KOHTPOJA KayecTBa / [lmomiagka BeInycKa

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 Penau’c Jlabopatopuc Jita., Maaus, [IponssoacTeenHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bapau, luctpukr
Conan, X.I1., 173205, Muaus (muuensus 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».

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykt cootBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by / Checked by /
[MoarorosaeHo: Pravesh ;Rana

)

Maurya

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menegep /
Pyxosoautens Ablfishek Chjuhan

Reprint Date:
Hara: 29.07.2024

Reprint Date:
Hara: 29.07.2024

Reprint Date:
Jarta: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC024507

wwve.drreddys

.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 10 of 10 / Crp. 10 u3 10

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

Ilpoaykr: I/IGyKJmH®, Ta0JIeTKH, NOKPBITHIE NJIeHOYHOH 000104K0ii, 400 mr + 325 mMr

Market / PoIHOK :Russia / Poccus

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepust Ne s V2B O6bem cepun " 800000.0 Tad

Analytical Repo:’t No/ . 040002598212 Date of Analysis / - 29.07.2024

AHanuTHYECKHIT oTyeT No JaTa ananun3za

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

JaTa mpou3BOACTBA I'oxen o

Mifg. License No. / MA number: /

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

auuen3us Ne

Analysis performed according ND: / Ananus nposeaen no H/L: JITI-Ne(003654)-(PT'-RU)-101123

3aK/04YeHHe O COOTBeTCTBHH: «HacTosAlMM s MOATBEPXKAAI0, YTO MPUBEACHHAsA Bbllle UHGOPMALIUSA ABNSETCS
JOCTOBEpPHOH M TOYHOM. DTa cepust NMPOAYKLMH NMpousBeieHa (BKJOYAs YNMAKOBKY (MapKHPOBKY) M KOHTPOIb
KauecTBa) Ha BBILIEYKA3aHHOW MNPOM3BOJCTBEHHOH mnowanke (Miomajgkax) B TMOJIHOM COOTBETCTBHM C
TpeGoBanuamu [MpaBun Haanexaiueil POU3BOICTBEHHON MpakTUKU EBpasuiickoro sxoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUAMHU KOHTPOJIs KaYeCTBa JICKapCTBEHHBIX CPEICTB,
a TaKXXe B COOTBETCTBUM CO CrieludUKALHUAMU, COACPIKAIUMHUCA B PETUCTPALIMOHHOM JI0ChE CTPaHbI-UMIIOPTEPA.
3anucH 1o NPOU3BO/ICTBY, YIIAKOBKE U aHAJIM3Y MPOBEPEHBI, 1 YCTAHOBJIEHO MX COOTBETCTBUE TpeOOBaHUAM I1paBui
HauIeXKallel MPOU3BOJICTBEHHON NPakTHKX EBpasHiCKOro 3KOHOMHYECKOTO COK03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cootBeTcTBYeT TpeboBanuaM HJT 3axumouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Mapager/Executive
[ToarotrosneHo: Pravesh Rana [Tpoeepeno: Santosh Kumar /Onobpeno: Meng¢mxep /
/ Maurya % PyKkoBOmHTE b hishe/K Chauhan

p 1
Reprint Date: Reprint Date: Reprint Date:
Hata: 29.07.2024 JHarta: 29.07.2024 Jata: 29.07.2024
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